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UNITED STATES ZNVIRONMENTAL PROTECTION AGENCY
WASHINGTON. D0, 20480

MAR 0 8 2011

Dr. Michae! Braverman

Agent for Arizona Cotton Research and Protection Council
IR-4 Project, Rutgers University

500 College Road East, Suite 201 W

Princeton, NJ 08540

Re: Arizona Cotton Research and Protection Council: Aspergillus flavus AF36
EPA Registration No. 71693-1
Amendment to add corn uses to the label
Submissions dated 11/30/2009 and 12/15/2010
Decision No. 424829

Dear Dr, Braverman:

The amendment referred to above, submitted in connection with registration under section
3(c)(5) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), is acceptable provided
that, within 15 days of the date of this letter, you submit a revised label to EPA, incorporating the
changes listed below:

1. For the comn sublabel, add a restriction that the product is “FOR USE ONLY IN THE
STATES OF TEXAS AND ARIZONA.”

2. For the corn sublabel, add the EPA Registration Number, 71693-1.

If you have any questions regarding this letter, please contact Ms. Jeannine Kausch by
telephone (703-347-8920) or email (kausch. jeannine(@epa.gov).

A stamped copy of the label is enclosed for your records.

Sincerely,

Keith A. Matthews, Director
Biopesticides and Pollution
Prevention Division (7511P)

Enclosures (1):
-Aspergitius flavus AF36 Accepted Label
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Aspergillus flavus AF36
MASTER LABEL
Sublabel A: Cotton

Sublabel B: Corn

Active Ingredient:

Aspergillus flavus strain AF36%............oiiiiii
Other Ingredients.................o..iiiiii

* Contains a minimum of 3,000 CFU/gram in the End Use Product

KEEP OUT OF REACH OF CHILDREN

CAUTION

EPA Registration No. 71693-1
EPA Est. No. 71693-AZ-001

Arizona Cotton Research and Protection Council
Phoenix, AZ 85040

........ 0.0008%
....... 99.9992%

100.0000%




Aspergillus flavus AF36

FOR USE ONLY IN THE STATES OF ARTZONA , TEXAS
AND CALIFORNIA( mperial, Riverside and San Bernadino counties only)

For displacing aflatoxin producing fungi

Aspergilius flavus AF36 is a strain of Aspergillus flavus that oceurs naturally on the cotion crop. When appiied fo cotton just prior
fo first bloom, Aspergifius flavus AF36 competes with strains of Aspergifius flavus that produce large arnounts of aflatoxin and
In se doing limits the amount of these high aflatoxin producers that become associated with the crop.

Active ingredient: Aspergillus flavus strain AF36* S en . 0.0008%
Other ingredients: Wheat seeds {sterilized, Colomized)..v.. oot 99.9992%
100%

* Contains a minimum of 3,000 CFU/gram in the End Use Product

KEEP OUT OF REACH OF CHILDREN

CAUTION

: First Aid Statement

IF SWALLOWED: Cail a Poison Control Center or doctor immediately for treatment advice. Have a person sip a glass of water if
able to swallow. Do not induce vomiting unless fold to do so by a polson conirol center or doslor. Do not give
anything by mouth to an unconscious person.

IF ON SKIN OR Take off contaminated clothing, Rinse skin Immediately with plenty of water for 15-20 minutes. Gt medical

CLOTHING: attention ifiritation persists. Prolonged of frequently repeated skin contact may cause allergic reactions in

: some individuals. L ' -

IF INHALED: Move person to fresh air. [f nofbreal hing, call 811 oran ambulance, then give arffficial respiration, preferably
mouth fo mouth if possible. Call a poison contral center or doctorfor further tréatment advice.

IF IN EVES: Hold eye open and rinse slowly and gently withwater for 15-20 minutes. Remove contactlenses, if present,
after the first 5 minutes, then continue rinsing eye. Call a poison control center or doctor for treatment advice.

Have the product container or label with you when cailing a poison control center or doctor, or going for treatment,

SEE ADDITIONAL PRECAUTIONARY STATEMENTS BELOW AND ON OTHER PANEL

EPA Registraion Number 715931 Arizona Cotton Research and Profection Councl
EPA Establishment Number 71693-AZ-001 Phoenix, Arizona -85040

NET CONTENTS: 50 [bs, 1000-3000 !bs

PRECAUTIONARY STATEMENTS

HAZARD TO HUMAN AND DOMESTIC ANIMALS

CAUTION: Hamnful if inhaled. Avoid breathing dust. Causes moderate eye iniiation. Avoid contact with eyes, skin or clelhing.
Prolonged or frequently repeated skin contact may cause aliergic reaction in some individuals. Wash hands thoroughly with
soap and water after handling and before eating, drinking, chewing gum, or using tobaceo, or using the follet. :

For other pesticide handlers under the scope of Worker Protection Standard: ) .
Mixer/loaders, flaggers, markers, and applicators must wear long sleeve shirt, long pants, socks, shoes, gloves, goggles,
and a dust/mist filfering respirator with MSHA/NIOSH approval number prefix TC-21C or N-95, P-95, or R-95.

User Safety Recoinmendations: ) )
User should: Remove clothing immediately if product gets inside. Then wash thoroughly and put on clean clothing.

" Remove PPE immediately after handling this product. Wash the outside of gloves before removing. As soon as possible,
wash thoroughly and change into clean clothing,

ENVIRONMENTAL HAZARDS - ’ .
Do not apply directly to water, or lo areas where the surface water is present or fo intertidal areas helow the mean high water‘mark.. De not contaminate
water when disposing of equipment wash water. Do not discharge effluent conlaining this product into iakes, streams, pends, estuaries, oceans or other
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waters unless irf accordance with the requirements of a Nationia! Poliutant Discharge Elimination System (NP DES) permit and the pemitting authority has
been notified in writing prior fo discharge. Do not discharge efffuent comaining this product to sewer systems without previously notifying the local sewage
treatment plant authority. For guidance contact your State Water Board or Regional Office of the EPA.

DIRECTIONS FOR USE

Itis 2 viclation of Federal Law fo use this product in a manner inconsistent with s labeling. Apply the pesticide only when the potential for drift o adjacent
sensitive areas (e.g. residential areas, bodies of water, known habftat for threatened or endangered species, non-target crops) is minimal. May be applied to
irtigated cotfon fields. Do not apply s productin a way that will contact workers or other persons, either directly or through dnit. Only protected handiers
may be in area during appication. For any requirement spécific to your State and Tribe, consuit the agency responsibie for pesticide reguiation,

AGRICULTURAL USE REQUIREMENTS

Use this produet only in accordance with s fabeling.and the Worker Protection Staridard, 40 CFR part 170, This standard contains requirements for
the protection of agricultural workers on farms, forests, nurserfes, and greenhouses, and handlers of agricuitural pesticides. it contains requirements
for fraining, decontamination, notification, and-emergency assistanice. It also containg spegific instructions and exceptions pertaining fo the statements
on this Iabel about persona protective equipment (PPE), notification to workers, and restricted-entry interval. The requirements in this box apply to
uses of this product that are within coversd by the Worker-Protection Standard

Re-Entry Statement:

Do not enter or allow worker entry into freated areas during the restricted entry interval (RE{} of 4 hours, uniess wearing appropriate PPE. Personal
protective equipment required for early enfry workers are: Coveralls; fong sleeved shirt, long pants, waterproof gloves; shoes plus socks, goggles,
dust/mist fikering respirator with MSHA/NIOSH approval number préfix N-85, P-95, or R-95 or TC-21C.

GENERAL USE 'PRECAUTIONS \ :
Read all labe! directions before using. Do not apply as a tank mixture with fertilizers, insecticides, or Tungicides. Aspergilius flavus AF36 is
for application 1o cotion to displace aflatoxin-producing strains of Aspergiltus flavus, :
Aspergifius flavus AF36is a living fungus growing on sterile wheat seed, which serves as both a carierand a nuirient source. Afier application
and once the colonized seed is exposed to sufficlent moisture (this may occur at irrigation}, Aspergiiius favys AF38 will grow out and the seed
will be covered with green spores. The fungus growing out wil appear first as a white fuzz and thenas a green fuzz. These green spores wil
then be spread o the crop by wind and insects in the same manner that the aflatoxin producing fungt are spread.
Ground Application: ,
1. Apply Aspergillus flavus AF36 with 2 cultivator mounted-gramular applicator to the surface of the soil under the plant canopy. DO
NOT COVER THE AF36 COLONIZED WHEAT SEEDS WITH SOIL.

2. Adjust the applicator to optimize delivery of dspergillus flavus ‘AF36 under the canopy and to minimize delivery of Aspergillus
Javiis A¥36 to furrows.

3. Aspergillus flavus A¥36 has been shown to be effective when applied in late May or early June, prior to first bloom, Make a single
application during the last cultivation before bloom.

4. Furrow irrigating the crop with at least 2'inches of water within three days after application of Aspergillus flavus AF36 will provide
the best resulis, . )

5. Use 10 Ibs of Aspergillus flavus AF36 per acre (per 13,000 linear feet based on 40 inch rows),
Aerial Application: Apply by air 2t the same rate as for ground application. Cultivation after application may diminish efficacy.

STORAGE AND DISPOSAL
DONOT CONTAMINATE WATER, FOOD, OR FEED BY STORAGE OR DISPOSAL.

STORAGE: Store dry. Do not expose to relative humidity greater than 80% prior fo use. This product contains a living organism that must be

alive to work. Do not store under extreme conditions. Do ot freeze. Do notexpése io temperatures above 50° C (122° F), Keep product dry.
PESTICIDE DISPOSAL: Purchase only the quantity of produict needed and apply all product to the crop as specified in the directions, Retum

any unused materfal o manufacturar,
CONTAINER DiSPOSAL: Plastic Bags (50 fbs.) - completely empty bag into application equipment. Then dispose of empty bag in a sanitary

landfiil or by incineration, or, i aliowed by State and local authorifies, by buming. if bumed, stay out of smoke.

Returnabie/Refilable Buk Comtainers- Conipletely emply comtainer. Do not rinse container. Retum empty containers to point of purchase. Containars
retutned to the distrioutor are'not fo be recycled for food/feed use, or for drinking water, bathing, or other humaryanimal uses.

WARRANTY STATEMENT

To the extent permitted by State Law, user assumes ajl risks of use, slorage, and handling of this material not in strict accordance with directions given
herewith. )



Aspergillus flavus AF36

For digplacing aflatoxin pfoducing fungi :

Aspergillus flavus AF36 is a strain of Aspergifius flavus that occurs naturally. When applied to corn form the 7 leaf stage (V7) until siking,
Aspergillus flavus AF36 competes with strains of Aspergiffus flavus that produce large amounts of aflatoxin and in so doing limits the amount of
these high aflatoxin producers that becorne associated with the crop.

Active ingredient: dspergillus flavus Strain AF36%F ..o s s aes 0.0008%
Other ingredients: Wheat seeds  (sterilized, coloniZed).....couriire s emvmrmiesn v s savnsnr srssmsrninnnn39.89920
Total: ' 100%

* Contains a minimum of 3,000 CFl/gram in the End Use Product

KEEP OUT OF REACH OF CHILDREN
CAUTION

First Aid Statement

IF SWALLOWED: Call a Poison Conirol Center or doctor immediately for treatment advice. Have a parson sip a glass of
water if able to swallow. Do not induce vomiting unless fold to do 5o by a poison confrol center or doctor,
Do not give anything by mouth fo an unconscious person.

IF ON SKIN OR Take off contaminated clothing. Rinse skin immediately with plenty of water for 15-20 minutes. Get

CLOTHING: medical attention if irritation persists. Prolonged or frequently repeated skin contact may cause allergic
reactions in some individuals.

IF INEALED: Move person to fresh air. [fnot breathing, call 911 or an ambulance, then give artificial respiration,
preferably mouth to mouth f possible. Call a poison contrel center or doctor for further freafment advice.

IF IN EYES: Hold eye open and ninse slowly and genfly with water for 15-20 minutes. Remove confact lenses, if
present, after the first 5 minutes, then continue rinsing eye. Call a poison control center or doctor for
{reatment advice.

Have the product container or label with you when calling a poison control center or doctor, or going for treatment.

SEE ADDITIONAL PRECAUTIONARY STATEMENTS BELOW AND ON OTHER PANEL

EPA Regisiration Number 71693 Arizona Cotion Research and Protectinn Council
EPA Establishinent Number 71693-A2-001 Fhoenix, Arizona 85040

NET CONTENTS: 50 1bs, 1000-3000 1bs

PRECAUTIONARY STATEMENTS
HAZARD TO HUMAN AND DOMESTIC ANIMALS

CAUTICN: Hamful if inhaled. Avold breathing dust. Causes moderate eye imitation. Avoid contact with eyes, skin or clothing.
Prolonged or frequently repeated skin contact may cause allergic reaction in some individuals, Wash hands thoroughly with
soap and water after handling and before eating, drinking, chewing gum, or using tobacco, or using the tollet.

For other pesticide handlers under the scope of Worker Protection Standard:
Mixer/loaders, flaggers, markers, and applicators must wear long sleeve shitt, long pants, socks, shoes gloves, goggles,
and a dust/mist filtering respirator with MSHA/MNIOSH approval number prefix TC-21C or N-95, P-95, or R-95.

User Safety Recommendations:

User should: Remove clothing immediately if product gets inside. Then wash thoroughly and put on clean clothing.
Remove PPE immediately after handling this product. Wash the ovtside of gloves before removing. As soon as
possible, wash thoroughly and change into clean clothing.

ENVIRONMENTAL HAZARDS



Do not apply directly 1o water, or fo areas where _ .2 surface water is present or fo intertidal areas bele... .1e mean high water mark. Do not
contaminate water when dispesing of equipment wash water. Do not discharge effuent containing this product info lakes, streams, ponds, estuaries,
oceans or ofher waters unless in accordance with the requirements of & Nationat Pofiutant Discharge Efimination System (NPDES) permit and the
perrritiing authority has been nofified in writing prior fo discharge. Do net discharge effluent containing this product to sewer systems without
previously notifying the local sewage freatment plant authority. For guidance contact your State Water Board or Regional Office of the EPA.

DIRECTIONS FOR USE

Iltis a viclation of Federal Law to use this product in a manner inconsistent with its labeling. Apply the pesticide only when the potential for drift to
adiacent sensifive areas {e.g. residential areas, bodies of water, known habitat for threatened or endangered species, non-target crops) is minimal.
May be applied to irigated com fields. Do not apply this product in @ way that will contact workers or other persons, efther directly or through drift.
Only protected handiers may be in area during application. For any requirernent specific to your State and Tribe, consult the agency respensible for
pesficide reguiation.

AGRICULTURAL USE REQUIREMENTS

Use this product only in accordance with its fabeling and the Worker Protection Standard, 40 CFR part 170. This standard contains
requiremnents for the protection of agricultural werkers on farms, forests, nursenies, and greenhouses, and handlers of agricultural pesticides.
it contains requirements for training, decontamination, nofification, and emergency assistance, it also contains specific instructions and
exceptions pertaining to the statements on this labe! about personal protective equipment (PPE), nofification to workers, and restricted-entry
interval. The requirements in this box apply fo uses of this product that are within covered by the Worker Prefection Standard

Re-Entry Statement:

Do not enter or allow worker eniry info treated areas during the restricted entry interval (RE!) of 4 hours, unless wearing appropriate PPE.
Personal protective equipment required for early entry workers are: Coveralls, long sleeved shir, long pants, waterproof gloves, shoes plus
socks, goggles, dust/mist filtering respirator with MSHA/NIOSH approval number prefix N-95, P-95, or R-95 or TC-21C.

GENERAL USE PRECAUTIONS
Read all fabel directions before using. Do not apply as a tank mixture with ferfifizers, insecticides, or fungicides. Aspergiflus flavus AF36 is for
application fo crops to displace aftatoxin-producing straing of Aspergilius favus.

Aspergiflus flavus AF36 is a living fungus growing on sierile wheat seed. The wheat seed serves as beth a carnier and a nutrient source, After
application and once the colenized seed is exposed o sufficient moisture {this may occur from irfigation, rain, dew, or high humidity), Aspergilius
flavis AF36 will grow out and produce green spores on the seed. The fungus will appear on the wheat seed first as white fuzz and then as a green
fuzz. These green spores will then be spread to the crop in the same manner that the aflaioxin producing fungi are spread.

Ground Application:

1. Apply Aspergilius flavus AF36 directly to the soil or over the plant canopy after last cultivation. Applications should be made
from the V7 growth stage until emergence of the silks from the husk. Cultivation must be completed before application. DO
NOT COVER THE AF36 COLONIZED WHEAT SEEDS WITH SOIL.

2. Adjust the applicator to optimize delivery of Aspergiilus flavus AF36 and to minimize delivery of Aspergillus flavus AF36 to
areas without crop. )

3.Rain or irrigation within three days of application of Aspergillus flavus AF36 will improve results.

4. Use 10 Tbs of Aspergillus flnvas A¥36 per acre {(per 13,000 linear feet based on 40 ch rows).

Aerial Apptication: Apply by air at the same rate as for ground application. Cultivation after application will diminish efficacy.

STORAGE AND DISPFOSAL
DO NOT CONTAMINATE WATER, FOOD, OR FEED BY STORAGE OR DISPOSAL.

STORAGE: Store dry. Do not expose fo relative humidity greater than 80% prior to use. This product contains 2 living organism fhat must be
alive fo work. Do not store under extreme conditions. Do not freeze. Do riot expose fo temperatures above 50° C (122° F), Keep product dry.
PESTICIDE DISPOSAL: Purchase only the quantity of product needed and apply all product to the crop as specified in the directions. Refurn
any unused material to manufacturer.

CONTAINER DISPOSAL: Plastic Bags (50 1bs.) - completely empty bag inte application equipment. Then dispose of empty bag in a sanitary
fandfill or by incineration, or, if allowed by State and local authorities, by buming. If bumed, stay out of smoke.

Retumable/Refillable Bulk Containers- Completely empty container, Do not rinse container. Refurn empty containers o point of purchase.
Containers retumed to the distributer are not to be recycled for foodffeed use, or for drinking water, bathing, or other humanfanimal uses.

WARRANTY STATEMENT
To the extent permitied by Stale Law, user assumes all risks of use, storage, and handling of this matenial not in strict accordance with directions
given herewith.



NATIONAL
CORN GROWERS
ASSOCIATION

February 22, 2011

Dr. Steven Bradbury

Director, Office of Pesticide Programs
U.S. Environmental Protection Agency
2777 8. Crystal Drive

Arlington, VA 22202-3553

Dr. Bradbury:

For a number of years, the National Corn Growers Association has taken a leading role in the effort to
mitigate the presence and impact of aflatoxin in corn. It remains a critical issue for many of our growers,
particularly in the south, who often face aflatoxin pressure.

Since 2006, the Texas Corn Producers Board has funded research conducted by Dr. Peter Cotty at the
University of Arizona to evaluate the efficacy of a particular biopesticide, AF 36, on com in Texas. This
was done under an Experimental Use Permit (EUP) issued by your Agency. Under the EUP, we have had
three years of direct applications of AF 36 to corn acres in Texas, and the product shows real promise. In
certain field trials, AF 36 reduced the presence of aflatoxin to iess than 20 parts per billion while other
nearby untreated fields were often in excess of 300 parts per billion.

While the EUP expired on December 31, 2010, we know that the Agency received a Section 3 application
for AF 36 on December 20 and that the product was assigned to a reviewer in the Biopesticides and
Pollution Prevention Division. Under the Pesticide Registration Improvement Act, we understand the
negotiated deadline for a registration decision currently stands at August 17, 2011.

We are requesting that EPA expedite the review of this important product. 1f a Section 3 registration is not
approved in time to allow for distribution in preparation for the Texas growing season, we face losing
important continuity that we have been able to achieve on corn acres in Texas over the past few years. If
possible, we urge EPA to issue a registration prior to April I.

NCGA has rarely, if ever, requested an expedited review of a product registration; however, this is a
unique circumstance due to the lack of tools available to combat the aftatoxin problem. Please let us know
if we can be of assistance or if any additional information from the grower community might be helpful.

Regards,

e R 4
Elop 2 St
Barten Schott
President

WWW.NCGA.COM NATIONAL OFFICE WASHINGTON, DC OFFICE
632 Cepi Dr. 122 C Street NW, Suite 510
Chesterfield, MO 63005 Washington, DC 20001-2109
{636) 733-9004 (202) 628-7001
Fax: {636) 733-9005 Fax: (202) 628-1933
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> Shary] Reilly
NUR -

March 12, 2010

To: Keith A, Matthews
Acting Director, Biopesticides and Poliution Prevention Bivision
Office of Pesticide Programs, Environmental Protection Agency

Re: Docket Number: EPA-HQ-OPP-2010-0089
Environmental Protection Agency [EPA-HQ-OPP:2010-0110} FRL-8811-1]
Federai Register Notice, Volume 75, Number 27, pages 6656-6657, February 10, 2010
Pesticide Product; Registration Application
Registration Number: 71693-1
Company Name and Address: Arizona Cotton Research and Protection Council
3712 East Wier Avenize
Phoenix, AZ 85040-2933
Active Ingredient: Aspergilius flovus AF36
Proposed Use: On corn

Cc: Sheryl Reiily, Branch Chief, Biopesticides and Pollution Prevention Divison, OPP, EPA
Shanaz Bacchus, Biopesticides and Poliution Prevention Bivison, OPP, EPA

Dear Mr. Matthews,

tam very recently retired from USDA ARS, where | worked as a researcher for 35 years, specizlizing in
mycotoxin contamination and the development of biopesticides for the reduction of aflatoxin
contamination in agricultural crops. | have led or participated in numerous studies regarding the
mycotoxins produced by fungi in the genus Aspergillus, and t hold several U, S, patents and have
authored or co-authored over 150 publications in this field, 1 am writing to register my very serious
concerns, based on significant research and experlence, regardmg the action proposed in the subject FR
Notice and to regue p L A1y, 3L : gistra Aspergilius flavus AF38 on cirn.

Moving forward with the proposed action will expose U. 5. corn growers, aggregators, exporters,
processors, livestock and poultry producers, pet food manufacturers, and th"e' ‘general public to
unmanaged risk of exposure to artificially elevated levels of a currently unreguiated mycotoxin,
cycloptazonic acid {CPA). CPA may be produced in significant concentrations by the AF36 strain of
Aspergillus flovus (also designated as NRRL 18543), as an unintended consequence of the use of AF36 as
a biopesticide to reduce the levels of aflatoxins. In the best case, corn-based food and feed chains may
be forced to bear additional, unnecessary costs to monitor and manage the presence of this toxin in
corn intended for food, feed, or export. in the worst case, significant episodes of human and/or animal
toxicity could occur if monitoring and mitigation are riot routinely and effectively practiced. Even if
these human and animat health risks do not immediately result In significant events of toxicity within
the US or abroad, there is aiso the threat of internationat trade disruption as awareness of the



imglications of the field use of this product become more widely known. The EU and Japan are generally
more conservative in their approach to mycotoxins in food and feed than the LS, often setting lower
limits for their presence in agricultural commodities and enforcing their standards with great energy.
Finzlly, the entire approach of using biopesticides that work by competitive exclusion to reduce aflatoxin
contamination of agricultural crops could easily be discredited, robbing growers of existing and future
alternative biopesticide products which do not present this unacceptable risk. While the risks associated
witlt limited use of AF36 on cotton in Arlzona and Texas may have been acceptable, registration of this
product for use in corn would pose unreasonable risks and, therefore, this application for registration
sho:ild be denied,

Mygotoxins produced by A, flavus strains

Speties within the genus Aspergiifus are among the most common toxigenic fungi affecting food and
feed crops. They are capable of producing several different toxins, with the aflatoxins being of greatest
coneern. A. flovus, the Aspergitius specias most commo nly involved in contamination of agricultural
commodities, may produce aflatoxins Bl and 82, while the closely related A. porosftfcus‘may produce
aftatoxins 81, B2, G1, and G2. These toxins are the subject of monitoring and regulation in affected
agritultural commodities worldwide (1).

Certain, but not all, strains of A. flovus are also capable of producing CPA, an indole, tetramic acid
mycotoxin that was first isolated from cultures of Penicillium cyclopium in 1968 {2). CPA is now known to
be produced by several fungal species in the genera Penicitiium and Aspergilius and has been found as a
natural contaminant of corn and peanuts, often as a co~contaminant with aflatoxin (3-7). Gallagher et al,
{2) examined 54 isolates of A. flavus for-production of CPA and aftatoxin, and found that 28 of the 54
(82%) produced CPA whereas only 18 {33%) produced afiatoxin. Similarly, Horn and Dorner {8) found
thaz production of aflatoxins and CPA were not necessa rily linked in strains of 4. flavus collected across
the southern US. AF36 is one such CPA-producing, non-aflatoxigenic strain, and this has been
documented in the literature {9, 10).

Toxitity of CPA

CPA is toxic to animals and humans, with varying degrees of sensitivity obsarved in different animal
species. Two recent review articles by Burdock and Flamm {11) and Chang et al. {1) provide a good
overvew of the current state of knowledge regarding CPA and many valuable references, but Chang et
al. nute that CPA has received much less attention from the research community over the past 20 yaars
than aflatoxins, fumonisins and other higher priority toxins; so the actual body of knowledge is relatively
limitd when compared to that which exists for these high priority toxins.

CPA’s mode of toxicity, however, has:been well studiad. CPA’s toxicity is based on the alteration of
normal intracellular calcium flux through the specific inhibition of sarcoplasmic or endoplasmic
retici:lum calcium-dependent ATPase (SERCA). This alteration of calcium uptake affects the muscle
contraction-relaxation cycle, resulting in increased muscle contraction. SERCA also plays a crucial
“housekeeping” role in other body calls, managing the calcium gradient between the endoplasmic
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reticulum and the cytoplasm, which is vital in controlling cell proliferatlon, differentiation and cell death
{12-14),

Besides the specific inhibition of ATPase activity, CPA has been shown to induce various pathological
leslons in test animals including:

® Rats: lesions of the fiver, kidney, pancreas, spleen, and heart (post intraperitoneal injection} [15-
175

® Nonpregnant mice: oral LD50 value 64 mg/kg body weight, with dose dependent toxicity
syndromes including ptosis, hypokinesia, hypothermia, tremor, cessation of food and water
intake and resulting cachexia {18);

e Pregnant mice: a single oral pulse dose of 15 to 50 mg/kg significantly decreased body weight
gain and pregnancy rates {18});

¢  Broiler chickens: high mortality rate.and decreased weight gain when fed CPA at:100 ppm.
Postmortem examinatlon showed proventricular lesions characterized by mucosal erosion and
hyperemila, yellow foci in'livers and spleens. Microscople examination of tissues showed
ulcerative proventriculitis, mucosal necrosis in the gizzard, and hepatic and splenic necrosis and
inflammation. Chickenss fed 50 ppim CPA had thick mucosa and dilated proventricular lumens as
well as hyperplasia of the proventricular mucosal epithelium. CPA-2t10 ppm, however, did nst
cause significant lesions (19, 20, 30);

o Dogs: Dogs are ularly susceptible to the effects of CPA. Dogs dosed with CPA 2t 0.5 mg/kg
or 1.0 mg/kg died before the end of a 90-day study period, which suggests a much lower no-
observable-effect level (NOEL) than other smiall animals. When administered to dogs, the clirical
signs of CPA-intoxicatlon appeared within two days and consisted of anorexia, vomiting,
diarrhea, pyrexia, dehydration, weight loss, and central nervous system depression, The entire
alimentary tract had diffuse hyperemia with focal areas of hemorrhage and ulceration (21);

Pigs also appear to be very sensitive to CPA with a NOEL of approximately 1.0 mg/kg (22).

Though few incidents of CPA-refated animal mycotoxicosis have been documented, Chang et al. {1)
suggest that this may be because CPA is notacutely toxic at low doses, the amounts present in food and
feed may usually be low, and/or because its effects may be masked by or attribuited to other co-
contaminating mycotoxins, It is important to note that both CPA and aflatoxins were'isolated from the
peanut meal implicated.In the turkey X' disease which caused the death of 100,000 turkeys in England
in the early 1960s and spurred the effort to identify and characterize the causative'toxin(s) {23-26).
Although aflatoxins are stifl regarded as the main culprit in this incident, CPA’s contributory role is
supported by the fact that some of the observed symptoms and pathological clinical signs in affected
animals, such as catarrhal or haemorrhagic enteritis and opisthotonus, are not characteristic of
aflatoxicosis but can be caused by CPA {23, 25, 27).

Stmillarly, field incidents'of CPA mycotoxicoses in humans have not been fully proven, though there is
significant evidence that CPA was implicated in episodes of ‘kodo poisoning’ reported in Northern india
in the 1980's, a toxic reaction observed in people who had consumed CPA-contaminated kodo millet.
Kodo poisoning is characterized by nausea, vomiting, depression, intoxication and unconsciousness. {18,
29).

A very [imited number of studies examining the combined toxicological effects of CPA and affatoxin,
ochratoxin or T-2 toxin have been conducted, but these have ail been short-term studies, largely
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showing additive effects {(30-35). Again, longer term studies invoiving co-contamination have not been
conducted.

The acute oral LDS0 in rats for CPA has been estimated to be in the range of 30 to 70 mg/kg (1), while
the corresponding LD5O value for aflatoxin 81 is estimated at 5.5 to 17.9 mg/kg {36). 8urdock and
Flatnm (11) have suggested that, based on @ NOEL of 1 mg/kg/day and taking into consideration species
variability, for humans approximately 10 pe/kg/day or 700 ug/day would represent the maximum
acceptable daily intake (ADI) dose.

Geretics of "Non-Aflatoxigenic” Aspergillus Strains

AF36 is one of many strains of Aspergifius flavus which have been isolated and characterized by
rese:archers as “non-aflatoxigenic”. A, .flavus strain NRRL 21882, the active ingredient in the
commercially available product Afla<Guard®, has also been determined to be non-aflatoxigenic {10).

The.inability to produce aflatoxins has been shown to be the result of defects in the gene cluster
responsible for the prod_u_ction-‘o_f-:tb'ese ;potent and carcinogenic toxins {10, 37). Even before the gencme
sequences of A. oryzae and A. flavus became available it was suspected that the genes involved in CPA
production are located close to the aflatoxin gene cluster because many A. flavus strains unable to
produce afiatoxins also do not produce CPA. Chang et al. found that isolates that prodtice neither
affatoxing nor CPA had lost large portions of or the entire afiatoxin gene cluster up to the telomere (10)
and that the genes coding for production of CPA are in this same ragion (34},

Chang et al. (10} reported that NRRL 21882 was a strain with 2 deletion of the entire aflatoxin gene
cluster from the hexA coding region in the sugar utilization gene cluster to the telomeric region, and an
associated inability to produce either aflatoxins or CPA.

Similar genetic characterization of AF36 {38) shows that the interruption of aflatoxin production in this
strain is based on a single nucleotidé polymorphism near the beginning of the coding sequence of the
polyketide synthase gene (pksA). This nucleotide change introduces a premature stop codon into the
coding sequence for this-enzyme, thereby preventing enzyme production and aflatoxin accumulation in
AF36, and in other members of the same vegetative com patibility group. This highly specific genetic
defect has no diminishing effect on the production of CPA.

Field Use of AF36 Mav Lead to High Levels of CPA

In a field study reported by Dorner et al. (9}, peanuts harvested from plots treated with AF36 had a
much higher level of CPA than either the untreated control or plots treated with NRRL 21882, the active
ingredient in the commercial product Afla-Guard® {see below a reproduction of Table 4 from reference
9). Given that this trial was conducted under conditions that resulted in only modest levels of aflatoxin
in the untreated plots, this dramaticincrease in CPA fevels over the background level in the controls
suggasts that under more severe conditions, CPA levels could be extremaly high, and much, much higher
than would be present in the absence of treatment with AF36.
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TABLE 4

Aflatoxin and iazonic Acid in Peanuts.
Edibie Peanuts All Peanuts
Treatment Aflatoxin CPA Aflatoxin CPA
Control 1 8.4 0.0 1853 18.2
2 440 3.7 44 8 3.1
3 50 31 18,9 6.4
4 27.7 0.0 156.4 8.9
[“Mean IS 17 1039 7]
NPL45 i 14 0.0 13373 5.7
(NRRL 21882) 2 1.5 0.0 124.1 7.0
3 0.0 0.0 2.2 0.0
4 8.6 ' 0.0 20.8 4.3
ioviean 4.4 .G 5.8 3.3 ]
AF 36 i 4.5 1914 33.3 760.2
2 115 18.5 160.3 100.2
3 21.1 0.0 90.5 82.6
4 0.1 69,2 202 344.3
i vlgan 8.3 [e3 0.0 3215 }

After Dorner et al. {9)

Approximately 8 million acres are planted to corn in the southern U. $., the geography most routinely at-
risk for aflatoxins. A total of over 80 million acres of corn are planted and harvested in the US each year.
Corn is widely used in human food and animal feed, and Is an important export commodity.

In spite of the overwhelming evidence of the significance of CPA, it has not been regulated by the U. 5.
Food and Drug Administration (FDA). Reasons for this probably include the facts that it is difficult and
expensive to analyze for and that it often co-occurs inagricultural commodities with aflatoxin. Aflatoxin
is regulated at very low levels by the FDA and its presence in 2 host of commodities is heavily monitored.
Therefore, steps taken to divert aflatoxin-contaminated food and feed away from the food and feed
chains usually result in the diversion of CPA-contaminated food and feed as well. it is very likely that this
is the primary reason that CPA has not been implicated in more mycotoxicoses in the U. 5. and other
deveioped countries that do extensive aflatoxin monitoring.

Therefore, it is extremely important to ensure that any biopesticide using a non-aflatoxigenic strain of
Aspergillus flavus as its active ingredient does not produce other harmful metabolites, such as CPA. AF36
is demonstrated to have the capacity to contaminate crops with levels of CPA far above naturally
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occurring levels. It is important for the protection of human and animal health that the £PA does not
move forward to approve the registration of AF36 for use on corn.

I would welcome the opportunity to discuss this with you or to provide additional information as
necded. Please contact me at {229) 436-5515 or by email at fwdorner@beslisoyth.net.

Regards,

ol A

Joe W. Dorner, MS
Research Microbiologist
USDA, ARS (Retired)
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#arch 12, 20190

To: Keith A Matthews
Acting Director, Biopesticides and Poliution Prevedtion Division
Office of Pesticide Programs, Environmentat Protection Agency

Re; Docket Number: EPA-HQ-OPP-2010-0085
Environmerntal Protection Agency [EPA-HQ-OPP-2010-0110; FRL-8811-1)

Federal Register Notice, Volurne 75, Number 27, pages 665665657, February 10,
2010

Pesticide Product; Registration Application

Active ingredient: Aspergiilus ﬁﬂﬁus AFSG -
Pmpmd Use: Oncom

Cc: Sheryi Reilly, Branch Chisf, Biopesticides and Poliution Prevention Division, OPP,
EPA
Shanaz Bacchus, Biopesticides and Pollution Prevention Division, OPP, EPA

Dear Mr. Matthews,

| appreciate the opportunity 1o comment on Raegistraﬂ N mher 71&93-1, Dccket
Number: EPA-HQ-OPP-2010-0089. Thisisin regard to i
Research and Protection Council regarding the active ing
to com.

v AF36 for Lise-expansion

| 2m a pient pathologist (Ph.D. UC Davis, 1982). .| have worked for Colorado State

University, DuPont, Mycogen (the blological control: comny}, and for the past 14 years
as an independent consultant {www.cirruspartners.com).

| first learned about the “atoxigenic strain” approach to aﬁatowdn mductlon in 1992
when | invited Dr. Peter Cotty of the USDA to: '
was Initially skeptical that it would be possible’
a field situation, but Peter had compeliing dat
to persusde my company to license this'technolo;
dosely after that vislt.

; 3t that time. sﬁH Veollowed it

Overall | think that mycotoxin reduction is an extremely important goa! for our food
system and | balieve that biological control can play 8 key role in that effort: along with
other approaches. | have been trying to educate the broader public about the
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importance of mycotoxins — not In an alarmist manner - but as a way to put various risks
into perspective. Since July of last year | have put up several mycotoxin-related biog
postings. These have been widely viewed and generated interesting comment streams
and emails.

1 certainly care about this issue and am suppartive of 2 biccontrol soiutlan but | have
some specific concerns about the Section 111 for AF36 on oom.

The AF36 atoxigenic straln of Aspergilius fiavus came from the Important, picneering
work of Or, Peter Cntty,

but even though th;s strain makes no aﬂatmun it dm make another intermediary
metabo ite the

Even though CPA Is not nearly as toxic as aflatoxin, it is still an undesirabie chemicai to
have in the food chain where not necessary.

CPA’s toxicity has been quite well documented as has its tendency to transfer to the
meat and milk of animals that ecnme it

CPA is not currently a regulated toxin by FDA, but perhaps it should be. f a chemical of
that foxicity were found to be unintentionaily present In a synthetic pesticide product, it
would certainlynot be registered
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In fact, the full genetic explanation for the absence of the entire *aflatoxin gene cluster®
has been documented.

A smali company called Circle One Global, Inc. commercialized that strainas TAfla-
Guard®. That product was recently sold 20 Syngenta who will: hopefu!ty beableta
sxpand the use of this unconventional product.

The EPA is well aware of the absence of CPA in the Afla-Guard product and required that
the &senoe of that toxin and knﬁc atid be demonstrated for a Section (il re@istraﬁon

The Federzl| Register entry for a tolerance for Affa-Guard talks about the absence of CPA
as 2 positive attribute

After more than 32 years of werking in agriculture, my primary loyalty is to growers.
This is true even though | have mostly worked for companies that previde tools to
growers. My hat is off to the Arizona Cotton Research and Protection Counci! for having
had the vision to help commerdialize this blocontrol agent (as | s2id, | was unsible to get
my company to do this in the early 1980s}. The only reason | go against my grower blas
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and appose:this Section 1ll is that | see it a5 2 risk to the underlying biocentrol approach
for mycotoxins.

The broader public has vintually. no understanding that mycotoxins exist or haw
dangemu th!'ey _ food system Bctually does 3 respectabie job of managing that

L d ith technologies ike “stoxigenic strains | would personally
{ike toseea:simila al 2pproach extended’ tothemanyother mycotoxin issues in
our faod ‘supply (vomitoxin;: fimonisin; ochratoxin_..). ‘AF36is'currently o tiny, niche
product, but there Is the potential for significant public reaction If it becime known that
a fungal strain producing a documented toxin was being inten%nally Introduced into
the feed/food dtak':. ftmaybe unilkely that it wauld ever become a publicissue.
Consider how t} 2 popular press completely falléd to pick: up on the unprecedented leve!
ofvomitooﬂ DGN ; i -theZODSoommpﬁ\atwasanalmostdaﬁynews
event in the farm press this fall and winter. Sti; ‘considering the broader potential of
the competitive exclusion approach” to manage a materially significant health threat In
the food supply, it does not seem logical to approve the use of s strain with known toxin
production potential when there ls a.comparable strain without such: potential. How
would the EPA, USDA, FDA, or even the Arizona Cotton Research and Protection Councii
explain that to the broader pubiic in the event that this was necessary?

StevenSavage, Ph.D-"
Clrrus Partners, LUC {www gl
Encinitas, CA 92024
760-634-5553

i
&
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Memorandum

Date: N A< AR

To: Ol sy , Regulatory Manager
From: Information Services Branch, ITRMD

Your receipt of this data submission is not an
indication that MRIDs for the enclosed studies have
been posted to OPPIN.

We expect that it will be approximately 5 days
from the above date before the study-level data is
available in OPPIN.

If you have any questions about this process,
please contact Teresa Downs (305-5363).

Thisisa: 4 fully accepted submission
L] partially accepted submission
L] rejected submission
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Deciston #: 444580

DATA PACKAGE BEAN SHEET DP #: (386585)
Date: 07-Feh-2011 PRIA
FPage 1 of 2

Parent DP #:;

. . . Submission #: 889198
* * * Registration Information * * *

Registration: 71693-1 - Aspergilius Flavus AF36
Company: 71693 - ARIZONA COTTON RESEARCH AND PROTECTION COUNGIL

Risk Manager: RM 92 - Sheryl Reilly - (703} 308-8269 Room# PY1 §-8741

Risk Manager Reviewer: Shanaz Bacchus SBACCHUS

Sent Date: Calculated Due Date: 06-Oct-2011 Edited Due Date:

Type of Registration: Product Registration - Section 3

Action Desc: (B631) AMEND ESTABLISHED TOLERANCE EXEMPTION;

Ingredients: 006456, Aspergillus flavus 36 colonized wheat seed{.0008%)

*** Data Package Information * * *

Expedite: () Yes @@ No Date Sent: 07-Feb-2011 Due Back:

DF ingredient: 006456, Aspergillus flavus 36 colonized wheat seed

DF Title: efficacy data - Ppistachio

CSF Included: () Yes @ No Label Included: () Yes @ No ParentDP#:
Assigned To_ . Dateln | Date Out
Organization: BPPD / MP3 o7Feb2ry Last Possible Science Due Date: 08-Jan-201t
Team Name: MPB Eco Science Review 07-Feb-2011 Science Due Date:

Reviewer Name: Gagliardi, Joel 07-Feb-2011 Sub Data Package Due Date:

Contractor Name:

*** Studies Sent for Review ** *

Printed on Page 2

* * * Additional Data Package for this Decision * * *

No Additional Data Packages

* ** Data Package Instructions * * *

Please review attached MRID 48363701 for efficacy of Aspergillus flavus AF36 on pistachio, Do the data support an exemption from tolerance
and an amendment for the registration to add pistachio to the label under FIFRA section 37
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Page 2
DP#: (386585} *** Studies Sent for Review ** * Drecision#: (444580)

ides, T.; Doster, M.; Cotty, P.
Aspergiilus flavus - AG36 in or on Pistachio. Project Number:
03278. Unpublished study prepared by interregional Research
Project No. 4, USDA-ARS and University of California Keamey
Agricuitural Center. 99 p.

48363701
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SO0 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

7 M WASHINGTON, D.C. 20460
AN/4,
= 3
%

%«t Pncf‘fg

January 31, 2011
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

CHARLENE R. NEAL
ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL

3721 EAST WIER AVENUE
PHOENIX, AZ 85040-2933

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 16-DEC-10. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 8§6-5. A copy of your bibliography is enclosed, annotated with
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in
all future references to these documents. Thank you for your cooperation. If you have any
questions concerning this data submission, please raise them with the cognizant Product
Manager, to whom the data have been released.
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add pistachio tothe lakel
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Aspergillus flavus AF36

For disptacing aflatoxin producing fungj

Aspergilius flavus AF36 is a strain of Aspergillus flavus that occurs naturally. When applied to com form the 7 leaf stage {V7) untl silking,
Aspergillus flavus AF36 competes with strains of Aspergilius flavus that produce large amounts of aflatoxin and in so doing Timits the amount of
these high afiatoxin producers that become associated with the crop.

Active ingredient: Aspergillus flavus strain AF36% ..o, 0.0008%
Other ingredients: Wheat seeds (sterilized, coORIZEA) ... ovoveveeerrvcrecerre e e e, 99.999204
Total: : 100%

* Contains a minimum of 3,000 CFU/gram in the End Use Product

KEEP OUT OF REACH OF CHILDREN

CAUTION

First Aid Statement

IF SWALLOWED: Call a Poison Confrot Center or doctor immediately for treatment advice. Have a person sip a glass of
water if able to swallow. Do not induce vomiting unfess told te do so by a poison control center or docior.
Po not give anything by mouth to an unconscious person.

I¥ ON SKIN OR Take off contaminated clothing. Rinse skin immediately with plenty of water for 15-20 minutes. Get

CLOTHING: medical attention if imitation persists. Prolonged or frequently repeated skin contact may cause allergic
reactions in some individuals.

IF INHALED: Move person fo fresh air. if not breathing, call 811 or an ambulance, then give artificial respiration,
preferably mouth to mouth if possible. Call a poison control center or doctor for further treatment advice.

IFIN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, if
present, affer the first 5 minutes, then continue rinsing eye. Call a poison control center or doctor for
treatment advice.

Have the product container or label with you when calling a poison control center or doctor, or going for treatment,

SEE ADDITIONAL PRECAUTIONARY STATEMENTS BELOW AND ON OTHER PANEL

EPA Registration Mumber 71683 Astzana Cotfon Research and Protection Councit
EPA Establishmeant Number 71683-AZ-001 Phoenix, Adzona 85040

NET CONTENTS: £§0 [bs, 1000-3000 tbs

PRECAUTIONARY STATEMENTS
HAZARD TO HUMAN AND DOMESTIC ANIMALS

CAUTION: Hamful if inhaled. Avoid breathing dust. Causes moderate eye irritation. Avoid contact with eyes, skin or clothing.
Prolonged or frequently repeated skin contact may cause allergic reaction in some individuals, Wash hands thoroughly with
soap and water after handling and before eating, drinking, chewing gum, or using tobacco, or using the foilet.

For other pesticide handlers under the scope of Worker Protection Standard: :
Mixer/loaders, flaggers, maikers, and applicators must wear long sleeve shirt, long pants, socks, shoes, gloves, goggles,
and a dust/mist filtering respirator with MSHA/NIOSH approval number prefix TC-21C or N-95, P-95, or R-93.

User Safety Recommendations:

User should: Remove clothing immediately if product gets inside. Then wash thoroughly and put on clean clothing.
Remove PPE immediately after handling this product. Wash the outside of gloves before removing. As soon as
possible, wash thoroughly and change inte clean clothing.

ENVIRONMENTAL HAZARDS
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Do not apply directly to water, or to areas where «.e surface water is present or to intertidal areas belo.. .1e mean high water mark. Do not
contaminate water when disposing of equipment wash water. Do not discharge effiuent containing this product into Jakes, sireams, ponds, estuaries
oceans or offier waters unless in accordance with the requirements of a National Pollutant Discharge Elimination Systern (N PDES) permit and the
permitting authority has been nofified in writing prior fo discharge. Do net discharge effluent containing this product fo sewer systems without
previousty notifying the local sewage treatment plant authority. For guidance contact your State Water Board or Regional Office of the EPA.

1

DIRECTIONS FOR USE

Itis a violation of Federal Law to use this product in a manner inconsistent with its Iabeling. Apply the pesticide only when the potential for drift to
adjacent senslive areas (e.g. residential areas, bodies of water, known habitat for threatened or endangered spedies, non-target crops) is minimal,
May be applied to fmigated com fields. Do not apply this product in a way that will contact workers or other persons, either directly or through drifi,
Only protected handlers may be in area during application. For any requirement specific to your State and Tribe, consult the agency responsible for
pesticide regutation.

AGRICULTURAL USE REQUIREMENTS

Use this product only in accordance with its labeling and the Worker Protection Standard, 40 CFR part 170. This standard contains
requirements for the protection of agricultural workers on farms, forests, nurseries, and greenhouses, and handlers of agricultural pesticides.
It contains requirements for fraining, decontamination, nofification, and emergency assistance. It also contains specific instructions and
exceptions pertaining to the statements on this abel about personal protective equipment (PPE), notification to workers, and restricted-entry
interval. The requirements in fhis box apply to uses of this product that are within covered by the Worker Protection Standard

Re-Entry Statement:

Do not enter or allow worker entry info reated areas during the restricted entry interval (REJ} of 4 hours, unless wearing appropriate PPE.
Personal protective equipment required for early entry workers are: Coveralls, long sleeved shirt, long pants, waterproof gloves, shoes plus
socks, goggles, dust/mist filtering respirator with MSHA/NIOSH approval number prefix N-95, P-95, or R-95 or TC-21C.

GENERAL USE PRECAUTIONS
Read all label directions before using. Do not apply as a tank mixture with ferfilizers, insecticides, or fungicides. Aspergilfus Savus AF36 is for
application to crops fo displace aflatoxin-producing sfrains of Aspergilius favus.

Aspergiflus flavus AF36 is a living fungus growing on sterile wheat sead. The wheat seed serves as both a carrier and a nutrient source. After
application and once the colonized seed is exposed to sufficient moisture {this may occur from irrigation, rain, dew, o high humidity), Aspergiius
flaviss AF36 will grow out and produce green spores on the seed. The fungus will appear on the wheat seed first as white fuzz and then as a green
fuzz. These green spores will then be spread to the crop in the same manner that the aflatoxin producing fungi are spread.

Ground Application:

1. Apply Aspergillus flavus AF36 directly to the soil or over the plant canopy after last cultivation. Applications shiould be made
from the V7 growth stage until emergence of the silks from the husk. Cultivation must be completed before application. DO
NOT COVER THE AF36 COLONIZED WHEAT SEEDS WITH SOIL.

2. Adjust the applicator to optimize delivery of Aspergillus flavus AF36 and to minimize delivery of Aspergillus flavus AX36 to
areas without crop. _

3.Rain or irrigation within three days of application of dspergillus flavus AF36 will improve results.

4, Use 10 1bs of Aspergillus flavus AF36 per acre (per 13,000 linear feet based on 40 inch rows).

Aerial Application: Apply by air at the same rate as for ground application. Cultivation after application wilt diminish efficacy.

STORAGE AND DISPOSAL
DO NOT CONTAMINATE WATER, FOOD, OR FEED BY STORAGE OR DISPOSAL.

STORAGE: Store dry. Do not expose to relative humidity greater than 80% prior to use. This product contains a fiving organism that must be
alive to work. Do not store under exireme conditions. Do not freeze. Do not expose to temperatures above 50° C {122° F). Keep product dry.
PESTICIDE DISPOSAL: Purchase only the quanfity of product needed and apply all product to the crop as specified in the directions. Return
any unused matenial to manufaciurer,

CONTAINER DISPOSAL: Plastic Bags (50 ibs.) - completely empty bag into application equipment. Then dispose of empty bag in a sanitary
landfill or by incineration, or, if allowed by State and local authorities, by burning, ¥ bumed, stay out of smoke,

Retumable/Refillable Bulk Confainers- Completely empty container. Do not rinse container. Return empty containers to point of purchase,
Containers retumed o the diskributor are not io be recycled for foodffeed use, or for drinking water, bathing, or other human/animal uses.

WARRANTY STATEMENT
To the extent permitied by State Law, user assumes all risks of use, sterage, and handling of this material not in sirict accordance with directions
given herewith.
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Aspergillus flavus AF36

For displacing aflatoxin producing fungi

Aspergillus fiavus AF38 is a strain of Aspergilius flavus thal occurs naturally. When applied fo com form the 7 leaf stage {V7} until silking,
Aspergillus flavus AF36 competes with strains of Aspergifius flavus that produce large amounts of aflatoxin and in so doing limits the amount of
these high aflatoxin producers that become associaled with the crop.

Active ingredient: Aspergillus flavus strain AF36% ..ot eer o 0.0008%
Other ingredients: Wheat seeds  (sterilized, colonized).......o.oooevi v veseeenn.,99.0007204
Total: : 100%

* Contains a minimum of 3,000 CFU/gram in the Engd Use Product

KEEP OUT OF REACH OF CHILDREN
CAUTION

First Aid Statement

IF SWALLOWED: Call a Poison Control Center or doctor immediately for freatment advice. Have a person sip a glass of
water if able fo swallow. Do not induce vomiting unless fold to do so by a poison control center or doctor.
Do not give anything by mouth to an unconsclious person,

IF ON SKIN OR Take off contaminated clothing. Rinse skin immediately with plenty of water for 15-20 minules. Get

CLOTHING: medical attention if irritation persists. Prolonged or frequently repeated skin contact may cause allergic
reactions in some individuals.

IF INALED: Move person fo fresh air. If not breathing, call 911 or an ambulance, then give arfificial respiration,
preferably mouth fo mouth if possible. Call a poison conirel center or doctor for further treatment advice.

IFIN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, if
present, after the first 5 minutes, then continue rinsing eye. Call a poison control center or doctor for
treatment agvice,

Have the product container or label with vou when calling a poison control center or doctor, or going for treatment.

SEE ADDITIONAL PRECAUTIONARY STATEMENTS BELOW AND ON OTHER PANEL

EPA Registration Number 71693 Arizona Cotfon Research and Prefection Councl
EPA Estabiishment Numbes 71693-AZ-001 Phoenbe, Arizona 85040

NET CONTENTS: 50 ibs, 1000-3000 ibs

PRECAUTIONARY STATEMENTS
HAZARD TO HUMAN AND DOMESTIC ANIMALS

CAUTtON: Harmful if inhaled. Avoid breathing dust. Causes moderate eye irritation. Avoid contact with eyes, skin or clothing.
Prolonged or frequently repeated skin contact may cause allergic reaction in some individuals. Wash hands thoroughly with
s0ap and water after handling and before eating, drinking, chewing gum, or using tobacce, or using the toilet.

For other pesticide handlers under the scope of Worker Protection Standard: :
Mixer/loaders, flaggers, markers, and applicators must wear long sleeve shirt, long pants, socks, shoes, gloves, goggles,
and a dust/mist filtering respirator with MSHA/NIOSH approval oumber prefix TC-21C or N-93, P-93, or R-95.

User Safety Recommendations:

User should: Remove clothing immediately if product gets inside. Then wash thoroughly and put on clean clothing,
Remove PPE immediately after handling this product. Wash the outside of gloves before removing. As soon as
possible, wash thoroughly and change into clean clothing.

ENVIRONMENTAL HAZARDS
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Do not apply direclly to water, or to areas where ... surface water is present or to interlidal areas belc.. uie mean high water mark. Do not
contaminate water when disposing of equipment wash water. Do not discharge effiuent containing this product into lakes, streams, ponds, estuaries
oceans or ofhier waters unless in accordance with the requirements of a National Pollutant Discharge Elimination System (NPDES) permit and the
permitting authority has been nofified in wriing prior fo discharge. Do not discharge effluent containing this product to sewer systems without
previously notifying the local sewage treatment plant authority. For guidance contact your State Water Board or Regional Office of the EPA.

DIRECTIONS FOR USE

Itis a violation of Federal Law to use this product in & manner inconsistent with its labeling. Apply the pesticide only when the potential for drift fo
adjacent sensitive areas (e.g. residential areas, bodies of water, known habitat for threatened or endangered species, non-target ¢rops) is minimal.
May be applied to imigated comn fields. Do not apply this product in a way that will contact workers or other persons, either directly or through drift.
Only protected handlers may be in area during applicafion. For any requirement specific to your State and Tribe, consult the agency responsible for
pesticide regulation.

AGRICULTURAL USE REQYIREMENTS

Use this product only in accordance with its labeling and the Worker Protection Standard, 40 CFR part 170. This standard contains
requirements for the protection of agricultural workers on farms, forests, nurseries, and greenhouses, and handlers of agricultural pesticides.
It contains requirements for training, decontamination, notification, and emergency assistance. If also contains specific instructions and
exceptions pertaining to the statements on this label about personal protective equipment (PPE), notification to workers, and restricted-entry
interval. The requirements in this box apply to uses of this product that are within covered by the Worker Protection Standard

Re-Eniry Statement:

Do not enter or allow worker entry into treated areas during the restricted entry interval (RE!) of 4 hours, unless wearing appropriate PPE.
Personal protective equipment required for early entry workers are: Coveralls, long sleeved shirt, long pants, waterproof gloves, shoes plus
socks, goggles, dust/mist filtering respirator with MSHA/NIOSH approval number prefix N-95, P-95, or R-85 or TC-21C.

GENERAL USE PRECAUTIONS
Read alf label directions before using. Do not apply as a tank mixture with fertilizers, insecticides, or fungicides, Aspergifius flavus AF36 is for
application to crops to displace aflatoxin-producing strains of Aspergilius flavus,

Aspergillus flavus AF36 is a living fungus growing on sterile wheat seed. The wheat seed serves as both a carmier and a nufrient source. After
application and once the colonized seed is exposed to sufficient moisture (this may ocour from irrigation, rain, dew, or high humidity), Aspergifius
ffavirs AF 36 will grow out and produce green spores on the seed. The fungus will appear on the wheat seed first as white fuzz and then as a green
fuzz. These green spores will then be spread to the crop in the same manner that the aflatoxin producing fungi are spread.

Ground Apptication: :

1. Apply Aspergillus flavus AF36 directly to the soil or over the plant canopy after last cultivation. Applications should be made
from the V7 growth stage until emergence of the silks from the husk. Cultivation must be completed before application. DO
NOT COVER THE AF36 COLONIZED WHEAT SEEDS WITH SOIL.

2. Adjust the applicator to optinze delivery of dspergillus flavus AF36 and to minimize delivery of Aspergillus flavus AF36 to
areas without crop. )

3.Rain or irrigation within three days of application of Aspergillus flavus AF36 will improve resuits.

4. Use 10 1bs of Aspergillus flavus A¥36 per acre {per 13,000 linear feet based on 40 inch rows).

Aerial Application: Apply by air at the same rate as for ground application. Cultivation after application wilt diminish efficacy.

STORAGE AND DISPOSAL
DO NOT CONTAMINATE WATER, FOOD, OR FEED BY STORAGE OR DISPOSAL.

STORAGE: Store dry. Do not expose to relative humidity greater than 80% prior to use. This product contains a living organism that must be
alive to work. Do not store under extreme condifions. Do not freeze. Do not expose to temperatures above 50° C (122° F). Keep product dry.
PESTICIDE DISPOSAL: Purchase only the quantity of product needed and apply all product to the crop as specified in the directions. Return
any unused material to manufacturer.

CONTAINER DISPOSAL: Plastic Bags (50 1bs.) - completely empty bag into application equipment. Then dispose of empty bag in a sanitary
fandfill or by incineration, or, if allowed by State and local authorities, by buming. if bumed, stay out of smoke.

Returnable/Refillable Bulk Containers- Completely empty container. Do not rinse container. Retumn empty containers to point of purchase.
Containers retumned to the distributor are not fo be racycled for foodffeed use, or for drinking water, bathing, or other human/animal uses.

WARRANTY STATEMENT
To the extent permitted by State Law, user assumes all risks of use, storage, and handling of this material not in strict accordance with directions
given herewith.

29



Aspergillus flavus AF36

For displacing aflatoxin producing fungi

Aspergiflus flavus AF36 is a strain of Aspergillus flavus that occuss naturally. When applied to corn form the 7 leaf stage (V7) until silking,
Aspergillus flavus AF38 competes wilh strains of Aspergilius flavus that produce large amounts of aflatoxin and in so doing limits the amount of
these high aflatoxin producers thal become associaled with the crop.

Active ingredient: Aspergiflius flavis strain AF36% ...t 0.0008%
Other ingredients: Wheat seeds  (sterilized, colonized)......coococorvvvmeeeee e eesveeeeon. 99.0907204
Total: 100%

* Contains a minimum of 3,000 CFU/gram in the End Use Product

KEEP OUT OF REACH OF CHILDREN

CAUTION

First Aid Staternent

IF SWALLOWED: Call a Poison Control Center or doclor immediately for treatment advice. Have a person sip a glass of
water if able to swallow. Do not induce vomiting unless told to do so by a poison control center or doctor.
Do not give anything by mouth to an unconscious person.

IF ON SKIN OR Take off contaminated clothing. Rinse skin immediately with plenty of water for 15-20 minutes. Get

CLOTHING: medical attention if irritalion persists. Prolonged or frequently repeated skin contact may cause allergic
reaclions in some individuals.

IF INHALED: Move person to fresh air. I not breathing, call 911 or an ambulance, then give artificial respiration,
preferably mouth to mouth if possible. Call a poison confrol center or doctor for further treatment advice.

IF IN EYES: Held eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, if
present, after the first 5 minutes, then continue rinsing eye. Call a poison control center or doctor for
treatment advice.

Have the product container or label with you when calling a poison control center or doctor, or going for treatment,

SEE ADDITIONAL PRECAUTIONARY STATEMENTS BELOW AND ON OTHER PANEL

EPA Registration Numbey 71693 Arizona Cotton Research and Protection Crungil
EPA Estabiishment Number 71693-AZ-001 Phoenix, Arizong R5040

NET CONTENTS: 50 ibs, 1000-3000 ibs

PRECAUTIONARY STATEMENTS
HAZARD TO HUMAN AND DOMESTIC ANIMALS

CAUTION: Harmful if inhaled. Avoid breathing dust. Causes moderate eye imitation. Avoid contact with eyes, skin or clothing.
Prolonged or frequently repeated skin contact may cause allergic reaction in some individuals. Wash hands thoroughly with
soap and water after handling and before ealing, drinking, chewing gum, or using tobacco, or using the toilet.

For other pesticide handiers under the scope of Worker Profection Standard:
Mixer/loaders, flaggers, markers, and applicators must wear tong sleeve shirt, long pants, socks, shoes, gloves, coggles,
and a dust/mist filtering respirator with MSHA/NIOSH approval number prefix TC-21C or N-95, P-95, or R-95.

User Safety Recommendations:

User should: Remove clothing immediately if product gets inside. Ther wash thoroughly and put on clean clothing,
Remove PPE immediately afier handling this product. Wash the outside of gloves before removing. As soon as
possible, wash thoroughly and change into clean clothing.

ENVEIRONMENTAL HAZARDS
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Do not apply directly to water, or to areas wher 2 surface water is present or fo interfidal areas bel  1e mean high water mark, Do not
contaminate water when disposing of equipment wash water. Do not discharge effluent containing this product into lakes, streams, ponds, estuaries
oceans or other waters unless in accordance with the requirements of a National Pollutant Discharge Elimination System (NPDES) permit and the
permitting authority has been nofified in wrifing prior o discharge. Do not discharge efffuent containing this product to sewer systems without
previously notifying the local sewage treafment plant authority. For guidance contact your State Water Board or Regional Office of the EPA.

H

DIRECTIONS FOR USE

Itis a violation of Federal Law fo use this product in a manner inconsistent with its labeling. Apply the pesticide only when the potential for drift to
adjacent sensifive areas (e.g. residential areas, bodies of water, known habitat for threatened or endangered species, non-target crops) is minimal,
May be applied to imigated com fields. Do not apply this produsct in a way that will contact workers or other persons, either directly or through drift.
Only protected handlers may be in area during application. For any requirement specific to your State and Tribe, consult the agency responsible for
pesticide regulation.

AGRICULTURAL USE REQUIREMENTS

Use this product only in accordance with its labeling and the Worker Protection Standard, 40 GFR part 170. This standard contains
reglirements for the protection of agricultural workers on farms, forests, nurseries, and greenhouses, and handlers of agricultural pesticides.
It contains requirements for training, decontamination, notification, and emergency assistance. It also contains specific instructions and
exceptions pertaining to the statements on this label about personal protective equipment {PPE), nofification to workers, and restricted-entry
interval. The requirements in this box apply to uses of this product that are within covered by the Worker Protection Standard

Re-Entry Statement:

Do not enter or allow worker entry into treated areas during the restricted entry interval {REI) of 4 hours, unless wearing appropriate PPE.
Personal protective equipment required for early entry workers are; Coveralls, long sleeved shirt, long pants, waterproof gloves, shoes plus
socks, goggles, dustimist filtering respirator with MSHA/NIOSH approval number prefix N-95, P-95, or R-95 or TC-24C.

GENERAL USE PRECAUTIONS
Read all label directions before using. Do not apply as a tank mixture with fertilizers, inseciicides, or fungicides. Aspergilius flavus AF36 is for
application to crops to displace aflatoxin-producing strains of Aspergilius flavus,

Aspergillus flavus AF36 is a living fungus growing on sterile wheat seed. The wheat seed serves as both a carrier and a nuirient source. After
application and once the colonized seed is exposed fo sufficient moisture {this may oceur from irrigation, rain, dew, or high humidity), Aspergiflus
flavus AF36 will grow out and produce green spores on the seed. The fungus wil appear on the wheat seed first as white fuzz and then as a green
fuzz. These green spores will then be spread to the crop in the same manner that the aflatoxin producing fungi are spread.

Ground Application:

L. Apply Aspergillus flavus AF36 directly to the soil or over the plant canopy after last cultivation. Applications should be made
from the V7 growth stage until emergence of the silks from the husk. Cultivation must be completed before application. DO
NOT COVER THE AF36 COLONIZED WHEAT SEEDS WITH SOIL.

2. Adjust the applicator to optimize delivery of Aspergillus flavus AF36 and to minimize delivery of Aspergillus flavus AF36 o
areas without crop. _

3.Rain or irigation within three days of application of 4spergillus flavus AF36 will improve resutts.

4. Use 10 Ibs of Aspergilius flavus AF36 per acre (per 13,000 linear feet based on 40 inch rows).

Aerial Application: Apply by air at the same rate as for ground application. Cultivation after application will diminish efficacy.

STORAGE AND DISPOSAL
DO NOT CONTAMINATE WATER, FOOD, OR FEED BY STORAGE OR DISPOSAL.

TORAGE: Store dry. Do not expose to relative humidity greater than 80% prior to use. This product contains a living arganism that must be
alive to work. Do not store under extreme conditions. Do not freeze. Do not expose to temperatures above 50° C (122° F). Keep product dry.
PESTICIDE DISPOSAL: Purchase only the quantity of product needed and apply all product to the crop as specified in the directions. Retum
any unused materal to manufacturer.
CONTAINER DISPOSAL: Plastic Bags {50 1bs.) - completely empty bag into application equipment. Then dispose of empty bag in a sanitary
tandfill or by incineration, or, i allowed by State and local authorities, by burming. If burned, stay out of smoke.
Retumable/Refillable Bulk Containers- Completely emply container. Do not rinse container. Return einpty containers o point of purchase.
Containers returned to the distribltor are not to be recycled for food/feed use, or for drinking water, bathing, or other human/animal uses.

WARRANTY STATEMENT
To the extent permitted by State Law, user assumes all risks of s, storage, and handling of this material not in strict accordance with directions
given herewith.
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R UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

2 M WASHINGTON, D.C. 20460
%
%i Pno'fﬁ-('cd?
December 27, 2010
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

CHARLENE R. NEAL
ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL

3721 EAST WIER AVENUE
PHOENIX, AZ 85040-2933

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 20-DEC-10. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in
all future references to these documents. Thank you for your cooperation. If you have any
questions concerning this data submission, please raise them with the cognizant Product
Manager, to whom the data have been released.
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483301-00
IR-4 Headquarters

Rutgers, The State University of New Jersey
300 College Road East. Suite 201 W
Princeton, Nf 08540

732.932.9575

Ci fax: 609.514.2612
ir4.rutgers.edu

Providing Safe 2nd Ef?eclivc Pesl

Manzgement Solutions for
Specialty Crop Growers

Shanaz Bacchus, Regulatory Action Leader

¢/o Document Processing Desk

Office of Pesticide Programs (7504P)

Biopesticides & Pollution Prevention Division (BPPD)

U.S. Environmental Protection Agency

One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

(703)308-8097 December 15, 2010

RE: Registration AF36 (Aspergillus flavus AF36)on Corn
Company Number 71693-1 PP 9E7662 IR-4 PR# 0378B

Dear Shanaz

This submission is in response to a 75 day letter from Dr Sheryl Reilly dated October 6,

201 0(attached)regarding the request for additional efficacy data for AF36 on corn. Data from
2008 was previously submitted (MRID 47935101 Jand this current submission includes 2009 data.
Please find attached , Form 8570-1 Application for Pesticide for the use of an atoxigenic
Aspergillus flavus AF36 to displace toxigenic Aspergillus flavus on corn. I have also attached S
copies of the corn tabel for your review.

The two years of field data are consistent and the primary conclusions drawn from this
research are as follows:

1. AFLATOXIN: In both 2008 and 2009, aflatoxin concentration in com grain
from fields treated with AF36 were less than in corn grain from fields not treated.
Aflatoxin concentration decreased as incidence of AF36 increased {(there was a
significant inverse correlation)

2. CYCLOPIAZONIC ACID: In both 2008 and 2009, CPA concentration was
not significantly different in comn grain from fields treated with AF36 than in corn
grain from fields not treated. AF36 incidence was not significantly correlated
with CPA concentration, but the overall trend was that as AF36 incidence
mcreased, CPA concentration decreased.

Major funding for IR-4 is provided by Special Research Crants and Match Act Funds fram LISDA-CSREES,
in cooperalion with the Slate Agricullural Experiment Stations, and USDA-ARS.

THE STATE UNEVERSITY
OF MEW FERSET




DATA ASSOCIATED WITH THIS SUBMISSION

48330101 Volume lof 1  Product Performance Data: Efficacy of AF36 in Corn 2009
Commercial Field Tests. Amendment #1 to MRID 47935101 Dec 13,2010
58 pages.

Sincerely,

et S

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201'W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612
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483837-00

[R-4 Headquarters

Rutgers, The State University of New Jersey
500 Coliege Road East, Suite 201 W
Princeton, NJ 08540

732.932.9575

_ Ct fax: 609.514.2612
ir4‘rutgers.edu
Providing Safe and Effective Pest

Management Solutions for
Speciaity Crop Growers

Shanaz Bacchus, Regulatory Action Leader

Biopesticides and Pollution Prevention Divisio

¢/o Document Processing Desk ‘

Office of Pesticide Programs (75 04P)

U.S. Environmental Protection Agency

One Potomac Yard

2777 8. Crystal Drive

Arlington, VA 22202-4501 December 14, 2010
703-308-8097

PETITION IR-4 Fee exempt

Subject: Section 3 Petition for Exemption from tolerance for Aspergillus flavus AF36 on
Pistachio. Company number 71693 IR-4PR#0327R

Dear Shanaz

Enclosed, please find a petition for the above sub ject product. Attached please find the
petition with Sections A-G . This petition is being submitted on behalf of the Arizona Cotton
Research and Protection Council. IR-4 received a request from the state of California to
petition EPA for this tolerance exemption.

An electronic copy of the Notice of Filing is being submitted under separate cover

As per PR Notice 88-4, the registration of the above use is exémpt from fees. X

Mafor funding for IR-4 s provided by Special Research Grants and Hatch Act Funds from USDA-CSREES,
in cooperation with the State Agricultural Experiment Stations, and L/SDA-ARS,

RUTGERS

FHE FRAPE UNIVERSITT
DF NEW JERSET 37



VOLUMES ASSOCIATED WITH THIS PETITION.

Volume 1 of 3 Registration Volume- Administrative Materials Aspergillus flavus
AF36 Pistachio Dec 7, 2010

VOLUME 2 of 3 Tolerance Petition Establishment of an Exemption from tolerance
for Aspergillus flavus ~AF36 in or on Pistachio Dec 3, 2010

48383701 VOLUME 3 of 3 Efficacy Data for Aspergillus flavus AF36 . Dec 3, 2010 99 pages

Sincerely,

A

Michael Braverman

Manager, Biopesticide Program
[R-4 Project, Rutgers University
500 College Road East, Suite 201 W

Princeton, New Jersey 08549
{732) 932-9575 ext 4610

R A Y

[
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Memomndum

Date: A /3 /o

To: PM: 9 , Regulatory Manager

From: Information Services Branch, ITRMD

Your receipt of this data submission is not an
indication that MRIDs for the enclosed studies have
been posted to OPPIN.

We expect that it will be approximately 5 days
from the above date before the study-level data is
available in OPPIN.

If you have any questions about this process,
please contact Teresa Downs (305-5363).

This is a: @/fully accepted submission
[ partially accepted submission
[J rejected submission
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ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL
3721 EWIER AVE

PHOENIX AZ 85040-2933

602-438-0059 (PH)

602-438-0407 (FAX)

OURO P

Shanaz Bacchus, Regulatory Action Leader

¢/o Document Processing Desk

Office of Pesticide Programs (7504P)

Biopesticides & Pollution Prevention Division (BPPD)

U.S. Environmental Protection Agency

One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

(703)308-8097 December 15, 2010

RE: Registration AF36 (Aspergillus flavus AF36)on Corn
Company Number 71693-1 PP 9E7662

Dear Shanaz

Please find attached , a Notice of Filing and Form 8570-1 Application for Pesticide for the use of
an atoxigenic Aspergifius flavus AF36 to displace toxigenic Aspergillus flavus on corn. This
submission is in response to the letter from EPA dated October 6, 2010, This letter also
authorizes EPA to review all pertinent data for Aspergillus flavus AF36 previously submitted to
EPA in conjunction with this registration.

Sincerely,

Larry Antilla

Sponsor and Submitter

Staff Director

Arizona Cotton Research and Protection Council
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rFiease read instructions on reverse before completing form. Form Approved. OMB No, 2070-0080

Unitad States i ] Registration 1 OPP ldentifiar Numba?

T

n . i
WEI’A Environmental Protection Agency ¢ ' Amendment *i
Washington, OC 20450 ‘ 0 ther :

Application for Pesticide - Sectton |

1. Compeny/Product Number 2. EPA Product Menage: , 3 Proposed Classshcouon
1 Shanaz Bacchus Py {
L. ,,Z, 693 - R }' EX ENona | ; Restricted
4. Company/Praduct [Namol PME e b
Aspergitus flavus AF36 703-308-8097
5 Neme and Addross of Appucant lincludae 2P Codﬂ 5. Expedited Revexw In accordance with FIFRA Section 3{c)i31
Arizona Cotion Research and Protection Council i), my product is swnifar or identica! in composittion and fabeling
3721 East Wier Avenue o
Phoenix, Adzona 85040-2933
EPA Reg. No. __ . i -
Check if this is 8 new address Product Name

Section - i

- hl
i | Amsndmant - Explain balow,

;“}.(m fResubrnission in rasponse 1o Agancy lattar dated OCt 6_3920

Final printed laheals in rapsonsa to
- Agency tettor dated 0 e s 45 e e e one St i
: "Ma Tea™ Applicetion,

j Natification - Explain helow. ' Cther - Explein below,
R

Explanation: Use sdditions! pagaist f nacassary, IFos section t and Section 1.}

This submission is in response to EPA's request for additional efficacy data on Corn as per the letter
dated October 8, 2610. .

Section - Hi

!. Material This Product Will Bs Packaged In:

Chitd-Registant Pachaging Unit Packaging WMBJ Solubie Packeging 2. Type of Conteines
%Yas t ﬁ Yas ! *X_} Yas "1 Mate
“‘“} N l" i X Plastic
Xane ,._;LM _________________ . u-—.-‘J No L : ] Gilass
. . ¥ "Yas™ No. pm ¥ "Yas® No.par 1 1. ] PP
* C“ﬂﬁc_aam must Unit Packaging wgt. container ; Packaga wgt container x| Other {Spacityt =Y/ Bu:'k boxes, bags
be submitted ] ¢ T
1.8y 1 1
3. Loeatian of Nat Contnnts lnf:;r;;t];n 4. Siza{s! Rntml Coﬁtmnsr 5. Location ol Lobal Directions
T
| X tebst [ ¢ Conmlngr Plastic bag, butk box 50‘1?90 3000 bX__#} _
§. Monnat in Which Lebel is Atfixed to Product i Lithagraph { i. Othor
Papar Flund """ -
{ Stenciled

Section - 1V

t. Cantacr Pains J'Comprsfo iferns deractly balow for ra'mr;f.*cafwn of individund to be contacted, if necessary, (o process this spplicetion.}

Name ‘, Title l Tslaphone No. 'fnclude Arse Codel
M:chae[ Braverman Ph D . B!ODES'ICIde Manager, IR-4 732-932-9575ext 4610
Certification 5. O.te Applicetion
! cartify that tha stotaments | hava mada on this form and ell sttochmants theteto ars frus, accutata snd compiers. Received
t ecknowledge that any kKnowlinglly false or mislanding stetemeant mey bo punishahls by fine ar impriscrrmsne or {Stamped)
both under spplicobla law.
2. Signature 3. Tita
% Staff Director
4. Typad Nn 5. Qate
Larry Antrlla J 2 & >
EPA EForm BS70-1 [Hev. 3-34) Previous egitions eta obsvlints, White -~ EPA Fite Copy foriginal} Yallow - AppRcant Copy
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Aspergillus flavus AF36

For displacing aflatoxin pfoducing fungi

Aspergillus flavus AF36 is a strain of Aspergitius flavus that occurs naturally. When applied to com form the 7 leaf stage (V7} until silking,
Aspergillus flavus AF36 competes with strains of Aspergifius flavus that produce large amounts of aflatoxin and in so doing limits the amount of
these high aflatoxin producers that become associated with the crop.

Active ingredient: Aspergillus flavus strain AF36% .. ..ot e 0.0008%
Other ingredients: Wheat sceds  (sterilized, cOtonized).........oocovveeevvoceeeeeesesvesee oo, 90.0007207
Total: - 100%

* Contains a minimum of 3,000 CFU/gram in the End Use Product

KEEP OUT OF REACH OF CHILDREN

CAUTION

First Aid Statement

IF SWALLOWED: Call a Poison Control Center or doctor immediately for treatment advice. Have a person sip a glass of
water if able to swallow. Do not induce vomiting uniess told to do so by a poison control center or doctor.
Do not give anything by mouth fo an unconscious person.

IF ON SKIN OR Take off contaminated ciothing. Rinse skin immediately with plenty of water for 15-20 minutes. Get

CLOTHING: medical attention if irritation persists. Prolonged or frequently repeated skin contact may cause allergic
reactions in some individuals,

IF INHALED: Move person to fresh air. If not breathing, call 911 or an ambulance, then give arfificial respiration,
preferably mouth to mouth if possible. Call 2 poison control center or doctor for further treatment advice.

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact ienses, if
present, after the first 5 minutes, then continue rinsing eye. Call a poison controt center or doctor for
treatment advice.

Have the product container or fabel with you when calling a poisen control center or doctor, or going for treatmant.

SEE ADDITIONAL PRECAUTIONARY STATEMENTS BELOW AND ON OTHER PANEL

EPA Registration Number 71693 Arizona Cotton Neseand and Protactiun Coungil
EPA Esfablishment Number 71693-AZ-001 Phoenix, Arizona 55040

NET CONTENTS: 50 Ibs, 1000-3000 !bs

PRECAUTIONARY STATEMENTS
HAZARD TO HUMAN AND DOMESTIC ANIMALS

CAUTION: Harmifut if inhaled. Avoid breathing dust. Causes moderate eye irritation. Avoid contact with eyes, skin or clothing.
Prolonged or frequently repeated skin contact may cause allergic reaction in some individuals, Wash hands thoroughly with
soap and water after handiing and before eating, drinking, chewing gum, or using tobaceo, or using the toilet.

For other pesticide handlers under the scope of Worker Protection Standard:
Mixer/loaders, flaggers, markers, and applicators must wear long sleeve shirt, long pants, socks, shoes, gloves, goggles,
and a dust/mist filtering respirator with MSHA/NIOSH approval number prefix TC-21C or N-95, P95, or R-95.

User Safety Recommendations:

User should: Remove clothing immediately if product gets inside. Then wash thoroughly and put on clean clothing,
Remove PPE immediately after handling this product. Wash the outside of gloves before removing. As soon as
possible, wash thoroughly and change into clean clothing,

ENVIRONMENTAL HAZARDS
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Do not apply directly to water, or to areas whe  1e surface waler is present or to intertidal areas be.  the mean high water mark. Do not
contaminate water when disposing of equipment wash water. Do not discharge effluent containing this product into lakes, streams, ponds, estuaries,
oceans or other waters unless in accordance with the requirements of a National Pollutant Discharge Elimination System (NPDES) permit and the
permitting authority has been notified in writing prior to discharge. Do not discharge effluent containing this product to sewer systems without
previously notifying the local sewage treatment plant authority. For guidance contact your State Water Board or Regional Office of the EPA,

DIRECTIONS FOR USE

Itis a viclation of Federal Law to use this product in a manner inconsistent with its labeling. Apply the pesticide only when the potential for drift to
adjacent sensitive areas (e.g. residential areas, bodies of water, known habitat for threatened or endangered species, non-target crops) is minimal.
May be applied to imgated com fields. Do not apply this product in a way that will contact workers or other persons, either directly or through drift
Only protected handlers may be in area during application. For any requirement specific to your State and Tribe, consult the agency responsible for
pesticide regulation,

AGRICULTURAL USE REQUIREMENTS

Use this product only in accordance with its labefing and the Worker Protection Standard, 40 CFR part 170. This standard contains
requirements for the protection of agricultural workers on farms, forests, nurseries, and greenhouses, and handlers of agricultural pesticides.
it contains requirsments for training, decontamination, notification, and emergency assistance. It also contains spedific instructions and
exceptions perfaining to the stalements on this label about personal protective equipment {FPE}, nofification to workers, and resfricted-entry
interval. The requirements in this box apply to uses of this product that are within covered by the Worker Protection Standard

Re-Enfry Statement:

Do notenter or allow worker entry into treated areas during the restricted entry interval {RE!) of 4 hours, unless wearing appropriate PPE,
Personal protective equipment required for early entry workers are: Coveralls, long sleeved shirt long pants, waterproof gloves, shoes plus
socks, goggles, dust/mist filtering respirator with MSHA/NIOSH approval number prefix N-85, P-95, or R-95 or TC-21C.

GENERAL USE PRECAUTIONS
Read all label directions before using. Do not apply as a tank mixture with fertilizers, insecticides, or fungicides. Aspergilius flavus AF36 is for
application to crops to displace aflatoxin-producing strains of Aspergilius flavus.

Aspergiflus flavus AF36 is a living fungus growing on sterile wheat seed. The wheat seed serves as both a carrier and 2 nutrient source. After
application and once the colonized seed is exposed to sufficient moisture (this may occur from irrigation, rain, dew, or high humidity), Aspergiius
flavus AF36 will grow out and produce green spores on the seed. The fungus will appear on the wheat seed first as white fuzz and then as a green
fuzz. These green spores will then be spread to the crop in the same manner that the afiatoxin producing fungi are spread.

Ground Application:

1. Apply Aspergillus flavus AF36 directly to the soil or over the plant canopy after last cultivation. Applications should be made
from the V7 growth stage until emergence of the silks from the husk. Cultivation must be completed before application. DO
NOT COVER THE AF36 COLONIZED WHEAT SEEDS WITH SOIL.

2. Adjust the applicator to optimize delivery of Aspergillus flavus AF36 and to minimize detivery of Aspergillus flavus AF36 to
areas without crop.

3.Rain or iirigation within three days of application of Aspergillus flavus AF36 will improve resalts,

4. Use 10 tbs of Aspergillus flavus AF36 per acre (per 13,000 linear feet based on 40 inch rows).

Aerial Application: Apply by air at the same rate as for ground application. Cultivation after application will diminish efficacy.

STORAGE AND DISPOSAL
DO NOT CONTAMINATE WATER, FOOD, OR FEED BY STORAGE OR DISPOSAL.

STORAGE: Store dry. Do not expose to relative humidity greater than 80% prior to use. This product contains a fiving organism that must be
alive to work, Do not store under extreme conditions. Do not fresze. Do not expose to temperatures above 50° G (122° F). Keep product dry.
PESTICIDE DISPOSAL: Purchase only the quantity of preduct needed and apply all product to the crop as specified in the directions. Retum
any unused material to manufacturer.

CONTAINER DISPOSAL.: Plastic Bags {50 Ibs.} - completely empty bag into application equipment, Then dispose of emptly bag in a sanitary
landfill or by incineration, or, if allowed by State and local authorities, by buming. If burned, stay out of smoke.

Retumable/Refilable Butk Containers- Completely empty container. Do not rinse container. Retum empty containers to point of purchase.
Containers returned to the distributor are not to be recycled for food/feed use, or for drinking water, bathing, or other human/animal uses.

WARRANTY STATEMENT
To the exient permitted by State Law, user assumes all risks of use, storage, and handfing of this material not in sirict accordance with directions

given herewith.
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ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL
3721 E WIER AVE

PHOENIX AZ 85040-2933

602-438-0059 (PH)

602-438-0407 (FAX)

QUTO P

Shanaz Bacchus, Regulatory Action Leader

¢/o Dacument Processing Desk

Office of Pesticide Programs (7504P)

Biopesticides & Pollution Prevention Division (BPPD)

U.S. Environmental Protection Agency

One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

(703)308-8097 December 15, 2010

RE: Registration AF36 (Aspergillus flavus AF36)on Cormn
Company Number 71693-1 PP 9E7662

Dear Shanaz

Please find attached , a Notice of Filing and Form 8570-1 Application for Pesticide for the use of
an atoxigenic Aspergillus flavus AF36 to displace toxigenic 4spergillus flavus on com. This
submission is in response to the letter from EPA. dated October 6, 2010. This letter also
authorizes EPA to review all pertinent data for Aspergillus flavus AF36 previously submitted to
EPA in conjunction with this registration.

Sincerely,

e

Larry Antiila

Sponsor and Submitter

Staff Director

Arizona Cotton Research and Protection Council
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ARIZONA COTTON RESEARCH AND PROTECTION COUNCHL.
3721 EWIER AVE

PHOENIX AZ 85040-2933

602-438-0059 (PH)

602-438-0407 (FAX)

OTIOP

Shanaz Bacchus, Regulatory Action Leader

¢/o Document Processing Desk

Office of Pesticide Programs (7504 P)

Biopesticides & Pollution Prevention Division (BPPD)

U.S. Environmental Protection Agency

One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

{703)308-8097 December 135, 2010

RE: Registration AF36 (Aspergillus flavus AF36)on Corn
Company Number 71693-1 PP 9E7662

Dear Shanaz

Please find attached , a Notice of Filing and Form 8570-1 Application for Pesticide for the use of
an atoxisenic Aspergillus flavus AF36 to displace toxigenic Aspergillus flavus on corn. This
submission is in response to the letter from EPA dated October 6, 2010. This letter also
authorizes EPA to review all pertinent data for Aspergillus flavus AF36 previously submitted to
EPA. in conjunction with this registration.

Sincerely,

i

Larry Antilla

Sponsor and Submitter

Staff Director

Arizona Cotton Research and Protection Council
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Aspergillus flavus AF36

For displacing aflatoxin producing fungi .

Aspergillus flavus AF36 is a strain of Aspergifius flavus that ocours naturally. When applied to com form the 7 leaf stage {V7) untl silking,
Aspergillus flavus AF36 competes with strains of Aspergifius flavus that produce large amounts of aflatoxin and in so doing limits the amount of
these high aflatoxin producers that become associated with the crop.

Active ingredient: Aspergillus flavus strain AF36% ... iiiviiiinieie e e 0.0008%
Other ingredients: Wheat seeds (sterilized, colonized) . et ieriieee e e 99.900204,
Total: : 100%

* Contains a minimum of 3,000 CFU/gram in the End Use Preduct

KEEP OUT OF REACH OF CHILDREN

CAUTION

First Aid Statement

I¥F SWALLOWED: Call a Poison Control Center or doctor mmediately for treatment advice. Have a person sip a glass of
water if able to swallow. Do not induce vomiiing unless told to do so by a poison control center or doctor,
Bo not give anything by mouth to an unconscious persen.

IF ON SKIN OR Take off contaminated clothing. Rinse skin immediately with plenty of water for 15-20 minutes. Get

CLOTHING: medical atfention if irritation persists. Prolongad or frequently repeated skin contact may cause allergic
reactions in some individuals.

IF INHALED: Move person to fresh air. I nol breathing, call 811 or an ambulance, then give ariificial respiration,
preferably mouth to mouth if possible. Call a poison confrol center or doctor for further treatment advice.

IFIN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes, Remove contact lenses, if
present, affer the first 5 minutes, then confinue rinsing eye. Call a poison control center or doctor for
freatment advice.

Have the product container or tabel with you when calling a poison controi center or doctor, or going for freatment.

SEE ADDITIONAL PRECAUTIONARY STATEWMENTS BELOW AND ON OTHER PANEL

EPA Registration Number 71693 Arizona Cotton Research and Protection Councif
EPA Esfabiishment Number 71693-A2-001 Phoenix, Arizona 85040 ,

NET CONTENTS: 50 bs, 1000-3000 1bs

PRECAUTIONARY STATEMENTS
HAZARD TO BEUMAN AND DOMESTIC ANIMALS

CAUTION: Harmful if inhaled. Avoid breathing dust. Causes moderate eye frritation. Avoid contact with eyes, skin or clothing.
Prolonged or frequently repeated skin contact may cause allergic reaction in some individuals, Wash hands thoroughly with
soap and water after handling and before eating, drinking, chewing gum, or using tobacco, or using the toilet.

For other pesticide handiers under the scope of Worker Protection Standard:
Mixer/loaders, flaggers, markers, and applicators must wear long sleeve shirt, ong pants, socks, shoes gloves, goggtes,
and a dust/mist filtering respirator with MSHA/NIOSH approvat mumnber prefix TC-21C or N 95 P-93, or R-95,

User Safety Recommendations:

User should: Remove clothing imumediately if product gets inside. Then wash thoroughly and put on ciean clothing,
Remove PPE immediately afier handling this product. Wash the outside of gloves before removing. As soon as
possible, wash thoroughly and change into clean clothing.

ENVIRONMENTAL HAZARDS
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Do not apply directly to water, or to areas where .. surface water is present or fo intertidal areas belu.. se mean high water mask. Do not
contaminate wafer when disposing of equipment wash water. Do not discharge effluent containing this product into lakes, streams, ponds, estuaries
oceans or oiher waters unless in accordance with the requirements of a National Pollutant Discharge Elimination System (NPDES) permit and the
permitting authority has been notified in writing prior to discharge. Do not discharge effluent containing this product to sewer systems without
previously notifying the local sewage treatment plant authority. For guidance contact your State Water Board or Regional Office of the EPA.

1

DIRECTIONS FOR USE

Itis a violation of Federal Law to use this product in a manner inconsistent with its labeling. Apply the pesticide only when the potential for dnift to
adjacent sensitive areas (e.g. residential areas, bodies of water, known habitat for threatened or endangered species, non-target crops) is minimal.
May be applied to irrigated com figlds. Do not apply this product in a way that will contact workers or other persons, either directly of through drift.
Only protected handlers may be in area during application. For any requirement specific to your State and Tribe, consult the agency responsible for
pesticide regulation.

AGRICULTURAL USE REQUIREMENTS

Use this product only in accordance with its labeling and the Worker Protection Standard, 40 CFR part 170, This standard contains
requirements for the protection of agricultural workers on farms, forests, nurseries, and greenhouses, and handlers of agricultural pesticides.
It contains requirements for training, decontamination, nofification, and emergency assistance. !t also contains specific instructions and
exceptions pertaining to the statements on this label about personal protective equipment (PPE}, notification to workers, and restricted-entry
interval. The requirements in this box apply to uses of this product that are within covered by the Worker Protection Standard

Re-Entry Statement:

Do not enter or allow worker entry info treated areas during the restricted entry interval {RET} of 4 hours, unless wearing appropriate PPE.
Personal protective equipment required for early entry workers are: Coveralls, long sleeved shirt, long pants, waterproof gloves, shoes plus
socks, goggles, dustimist fitering respirater with MSHAMNIOSH approval number prefix N-85, P-95, or R-95 or TC-21C.

GENERAL USE PRECAUTIONS
Read all label directions before using. Do not apply as a tank mixture with ferlilizers, insecticides, or fungicides. Aspergillus flavus AF36 is for
application fo crops to displace aflatoxin-producing strains of Aspergifus flavus.

Aspergiflus flavus AF38 is a living fungus growing on sterile wheat seed. The wheat seed serves as both a camier and a nutrient source. Afier
application and once the colonized seed is exposed to sufficlent moisture (this may occur from irrgation, rain, dew, or high humidity}, Aspergilius
flavus AF36 will grow out and produce green spores on the seed. The fungus will appear on the wheat seed first as white fuzz and then as a green
fuzz. These green spores will then be spread to the crop in the same manner that the aflatoxin producing fungi are spread. .

Ground Application: :

1. Apply Aspergillus flmus AF36 directly to the soil or over the ptant canopy after last cultivation. Applications should be made
from the V7 growth stage until emergence of the silks from the husk. Cultivation must be completed before application. DO
NOT COVER THE AF36 COLONIZED WHEAT SEEDS WITH SOIL.

2. Adjust the applicator {o optimize delivery of Aspergillus flavus AF36 and to minimize delivery of Aspergillus flavus AF36 to
areas without crop. .

3.Ram or irrigation within three days of application of Aspergillus flavus AF36 will improve resutts.

4, Use 10 1bs of Aspergillus flavus AF36 per acre (per 13,000 linear feet based on 40 inch rows).

Aerial Application: Apply Dy air at the same rate as for ground application. Cultivation after application will diminish efficacy.

STORAGE AND DISPOSAL
DONOT CONTAMINATE WATER, FOOD, OR FEED BY STORAGE OR DISPOSAL.

STORAGE: Store dry. Do not expose to relafive humidity greater than 80% prior to use. This product contains a living organism that must be
alive 1o work. Do not store under extreme conditions. Do not freeze. Do not expose to temperatures above 50° C (122° F). Keep product dry.
PESTICIDE DISPOSAL: Purchase only the quantity of product needed and apply all product to the crop as specified in the directions. Refumn
any unused material to manufacturer.

CONTAINER DISPOSAL.: Plastic Bags (50 Ibs.} - completely empty bag into application equipment, Then dispose of emply bag in a sanitary
[andill or by incineration, or, if allowed by State and local authorities, by burning. If bumed, stay out of smoke.

Retumable/Refillable Butk Containers- Completely emply container. Do not rinse container. Retum empty containers to point of purchase.
Containers returned to the diskibutor are not to be recycled for food/feed use, or for drinking water, bathing, or other human/animal uses.

WARRANTY STATEMENT
To the extent permitted by State Law, user assumes all risks of use, storage, and handling of this material not in strict accordance with directions
given herewith.
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Aspergillus flavus A¥36

For displacing aflatoxin producing fungi .

Aspergilius flavus AF36 is a strain of Aspergiius flavus that ocours naturally. When applied to com form the 7 leaf stage (V7} until silking,
Aspergillus flavus AF36 competes with strains of Aspergiflus flavus that produce large amounts of aflatoxin and in so doing limits the amount of
these high aftatoxin producers that become associated with the crop.

Active ingredient: Aspergillus flavus strain AF36% . ooiiiiiiir i ea s s aanas 0.0008%
Other ingredients: Wheat seeds  (sterilized, colonized).....oooevveicrivvnnniic e _89,0092%
Total: - 100%

* Contains a minimum of 3,000 CFU/gram in the End Use Product

KEEP OUT OF REACH OF CHILDREN

CAUTION

First Aid Statement

IF SWALLOWED: Call a Poison Confrol Center or doctor immediately for treatment advice. Have a person sip a glass of
water if able to swallew. Do not induce vomiting unless told to do so by a poison conirol center or doctor.
Do not give anything by mouth to an unconscious person.

IF ON SKIN OR Take off contaminated clothing. Rinse skin immediately with plenty of water for t5-20 minutes. Get

CLOTHING: medical attention f imitation persists. Prolonged or frequently repsated skin contact may cause allergic
reactions in some individuals.

IF INHALED: Move person fo fresh air. If not breathing, call 911 or an ambulance, then give ariificial respiration,
preferably mouth fo mouth if possible. Call a poison control center or doctor for further freatment advice.

iF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, if
present, after the first 5 minutes, then confinue rinsing eye. Call a poison control center or docter for
freatment advice.

Have the product container or label with you when calling a poison confrol center or doctor, or going for treatment,

SEE ADDITIONAL PRECAUTIONARY STATEMENTS BELOW AND ON OTHER PANEL

EPA Registraion Number 71633 Arizona Cotton Research and Protection Councit
EPA Establishment Number 71693-AZ-001 Pheenix, Arizona 83040

NET CONTENTS: 50 ibs, 1000-3000 ibs

PRECAUTIONARY STATEMENTS
HAZARD TO HUMAN AND DOMESTIC ANIMALS

CAUTION; Harmful if inhaled. Avold breathing dust. Causes moderate eye imitation. Avoid contact with eyes, skin or clothing.
Prolonged or frequently repeated skin contact may cause allergic reaction in some individuals. Wash hands thoroughly with
scap and water after handling and before eafing, drinking, chewing gum, or using tobaceo, or using the toilet.

For other pesticide handlers under the scope of Worker Protection Standard:
Mixer/loaders, flaggers, markers, and applicators must wear long sleeve shirt, long pants, socks, shoes, gloves, goggles,
and a dust/mist filtering respirator with MSHA/NIOSH approval number prefix TC-21C or N-93, P-95, or R-95.

User Safety Recommendations:

User should: Remove clothing immediately if product gets inside. Then wash thoroughly and put on clean clothing.
Remove PPE immediately after handling this product. Wash the outside of gloves before removing. As soon as
possible, wash thoroughly and change into clean clothing.

ENVIRONMENTAL HAZARDS
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Do not apply directly to water, or to areas where the surface water is present or fo intertidal areas below the mean high water mark. Do not
contaminate water when disposing of equipment wash water. Do not discharge effluent containing this product into lakes, sfreams, ponds, estuaries,
oceans or other waters unless in accordance with the requirements of a National Pollutant Discharge Elimination Systern (NPDES) permit and the
permitting autherity has been notified in wriling prior to discharge. Do not discharge effluent containing this product to sewer systems without
previously nofifying the local sewage ireatment plant authority. For guidance contact your State Water Board or Regional Office of the EPA.

DIRECTIONS FOR USE

ltis a violation of Federal |.aw to use this product in 2 manner inconsistent with its labefing. Apply the pesticide only when the potential for drift to
adjacent sensilive areas (e.g. residential areas, bodies of waler, known habitat for threatened or endangered species, non-target crops) is minimal.
May be applied to irrigated com fields. Do not apply this product in a way that will contact workers or other persons, either directly or through drift.
Only protected handlers may be in area during application. For any requirement specific to your State and Tribe, consult the agency responsible for
pesticide regulation.

AGRICULTURAL USE REQUIREMENTS

Use this product only in accordance with its labeling and the Worker Protection Standard, 40 CFR part 170, This standard contains
requirements for the protection of agricultural workers on farms, farests, nursenes, and greenhouses, and handlers of agricultural pesticides.
it contains requirements for fraining, decontamination, nofification, and emergency assistance. If also containg specific instructions and
exceptions pertaining o the statements on this label about personal protective equipment (PPE), notification to workers, and restricied-entry
interval, The requirements in this box apply to uses of this product that are within covered by the Worker Protection Standard

Re-Entry Statement:

Do not enter or allow worker enfry into treated areas during the restricied entry interval (REI of 4 hours, unless wearing appropriate PPE.
Personal protective equipment required for early entry workers are: Coveralls, long sleeved shirt, long pants, waterproof gloves, shoes plus
socks, goggles, dust/mist filtering respirator with MSHA/NIOSH approval number prefix N-95, P-95, or R-95 or TC-21C.

GENERAL USE PRECAUTIONS
Read all tabel directions before using. Do notapply as a tank mixture with fertilizers, insecticides, or fungicides. Aspergiffus flavus AF36 is for
application to crops to displace aflatoxin-producing strains of Aspergifius flavus.

Aspergifius flavus AF38 is aliving fungus growing on sterile wheat seed. The wheat seed serves as both a camier and a nutrient source, After
application and once the colonized seed is exposed to sufficient meisture (this may ocour fom irrigation, rain, dew, or high humidity), Aspergillus
flavus AF36 will grow out and produce green speres on the seed. The fungus will appear on the wheat seed first as white fuzz and then as a green
fuzz. These green spores will then be spread to the crop in the same manner that the aflatoxin producing fungi are spread.

Ground Application:

1. Apply Aspergillus flavus AF36 directly to the soil or over the plant canopy after last coltivation. Applications should be made
from the V7 growth stage unti] emergence of the silks from the husk. Cultivation must be coinpleted before application. DO
NOT COVER THE AF36 COLONIZED WHEAT SEEDS WITH SOIL.

2. Adjust the applicator to optimize delivery of Aspergilius flavius AF36 and to minimize delivery of Aspergilius flavus AF36
areas without crop. _

3.Rain or irrigation within three days of application of Aspergillus flavus A¥36 will improve results.

4. Use 10 Ibs of Aspergillus flayus AF36 per acre (per 13,000 linear feet based on 40 inch rows).

Aeria] Application: Apply by air at the same rate as for ground application. Cultivation after application wilt diminish efficacy.

STORAGE AND DISPOSAL
DO NOT CONTAMINATE WATER, FOOD, OR FEED BY STORAGE OR DISPOSAL.

STORAGE: Store dry. Do not expose to relative humidity greater than 80% prior to use. This product contains a living crganism that must be
alive to work. Do not store under extreme conditions. Do notfreeze. Do notexpose to femperalures above 50° G (122° F). Keep productdry.
PESTICIDE DISPOSAL: Purchase only the quantity of product needed and apply all product to the crop as specified in the directions. Retum
any unused material to manufacturer.

CONTAINER DISPOSAL: Plastic Bags (50 1bs.) - completely empty bag info application: equipment. Then dispose of empty bag in a sanitary
landfilt or by incineration, or, if allowed by State and local authorities, by buming. If burned, stay out of smoke.

Retumable/Refillable Bulk Containers- Completely empty container. Do notrinse container. Returrt emply containers to point of purchase.
Containers refurned to the distributor are not to be recycled for foodffeed use, or for drinking water, bathing, or other human/animal uses.

WARRANTY STATEMENT
To the extent permitied by State Law, user assumes all risks of use, storage, and handling of this material notin strict accordance with directions
given herewith.
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RE: Aspergillus flavus AF 36 - EPA Reg. No. 71683-1 - PP 9E7662
t
Michael Braverman o Shanaz Bacchus 11/01/2010 02:07 PM

G fantilla, 'Peter Cotty’, Sheryl Reilly

History: This message has been replied to.

Dear Shanaz

As per our conversation attached is a letter requesting a renegotiated PRIA
date of August 18th, 2011.

I can appreciate that EPA has certain steps that need tec be taken in the
review of a package but there is very much a human compeonent and great story
of grower adoption of biopesticides connected with AF36. Part of your
division iz the Polluticn Prevention Division and it is critical that we try
to maintain growers interest in using biopesticides, especially when the
grower and the registrant are sc thoroughly integrated. To my knowledge this
is the only true example of such grower adeption of biopesticides and the
ability te maintain themselves as a viable organization may hinge on their
ability to treat corn in the summer of 2011. I realize that you can't take
any acticn until we resubmit, but we would appreciate whatever could be done
to assist the Arizona Cotton Research and Protection Council by expediting
the completion of the registration.

Sincerely

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Suppert Program
IR-4 Project, Rutgers University

500 College Road Fast, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575% ext 4610

Fax 609.514.2612

————— Original Message-----
From: Bacchus.Shanaz@epamall.epa.gov [mailto:Bacchus.Shanaz@epamail.epa.gov]

Sent: Monday, November 01, 2010 12:24 PM

To: 'Michael Braverman'

Cc: lantillaRazcotton.crg; Peter Cotty

Subject: RE: Aspergillius flavus AF36 - EPA Reg. No. 71693-1 - PP 9E7662

Thanks for your call this merning, Mike. In spite of your response
being past the October 30, 2010, date that was included in the deficiency
letter, I discussed the proposals with Sheryl and here are the options:

1. IR-4 can request, on behalf of the registrant, ¢to provide the efficacy
data from 2009 and 2010 field trials with Aspergillus flawvus

AF36 on corn by January 18, 2011. This means that the data must ba
submitted teo the Agency on or before that date, and must include analyses of
cyclopiazonic acid (CPAl, aflatexin and other items as outlined in the
deficiency letter dated October 6, 2010 (attached).

[See attached file: deficiency letter 71683-1 PPY9ET662 10-06-10.pdf) 2.
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Assuming that the data pass the 86-5 screen, they will be put into review
and will require a processing time of 7 months. This includes processing
and publishing a final rule to amend the tolerance exemption for Aspergillus
flavus AF36, only if the data are acceptable and support such an amendment.

3. 1IR-4 needs to submit a reguest to negotiate the PRIA date from November
13, 2010, to August 18, 2011. If there are additional deficiencies further
negotiation may be necessary.

4. If we do not receive a request to negotiate the PRIA date by COB today
{11/01/10}, the Agency will initiate the “cannot grant® letter for the
proposed use of Aspergillus flavus AF36 on corn, because the data reviewed
to date do not demonstrate that the pesticide is efficacious in this regard,

If you need to discuss this further, please call or email me.

Sincerely,

Shanaz Bacchus, Chemist

USEPA/CPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division 1200 Pennsylvania Ave., N.W.
Washington D.C. 20460

Phone: 703-308-8097

Fax: 703-308-7026

Office Address:

277780uth Crystal Drive

OCne Potomac Yard, 8th Floor (58945)
Crvstal City, Arlington VA 22202

From: Shanaz Bacchus/DC/USEPA/US
To: "Peter Cotty" <pijcottvBemail.arizona.edu>
Cc: "'Michael Braverman'" <braverman@AESOP.Rutgers.edus, TrLarry

Antilla'" <lantillaBazcotton.org>

Pate: 16/27/2010 05:18 PM

Subject: RE: Agpergillus flavus AF36 - EPA Reg. No. 71693-1 - PP 957662

You just need to let him know when you can submit the report - give him a
date. Then he will put in his processing time and I will add ours to

propose a new due date. I need to have proposed dates that you think vou
can realistically keep (not packages) by tomorrow/Friday, so that I can
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process the negotiation. Or else, we'll process “cannot grant" due to no
response from registrant by deadline required for response.

Doe this help?

Sincerely,

Shanaz Bacchus, Chemist

USEPA/QPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division 1200 Pennsylvania Ave., N.W.
Washington D.C. 20460

Phone: 703-308-8097

Pax: 703-308-7026
From: “Peter Cotty" <pjicottyBemail.arizona.edu>
To: Shanaz Bacchus/DC/USEPA/USEEPA
Ceo: "‘Michael Braverman'' <braverman@AESOP.Rutgers.edu>, "'Larry

Antilla*'" <lantilla@azcotton.org>

Date: 10/27/2010 03:45 PM
Subject: RE: Aspergillus flavus AF36 - EPA Reg. No. 71693-1 -~ PP 9E7662
Shanaz,

Thanks. We have the data and it looks good. It is just time. I will
discuss it with Michael and try to get him some drafts of the tables soon.

~--Peter.

Peter J. Cotty

Agricultural Research Service, United States Department of Agriculture
School of Plant Sciences, University of Arizona

Desk: 520-626-5049

Secretary: 520-626-6775

FaX: 520-626-5944

Laboratory: 520-626-5704

Mall Address:

USDA-ARS
School of Plant Sciences
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University of Arizona
P.Q. Box 210036
Tucson, AZ 85721-0036

Address for Courier Delivery:
Shantz Building, Room 115
1171 E. Fourth Street
Tucson, AZ 85721

Website: http://cals.arizona.edu/research/cottylab/CottyLabHome.htm

————— Original Message-----
From: Bacchus.Shanaz@epamall.epa.gov |
mailto:Bacchus. Shanazfepamail. epa.gov]

Sent: Wednesday, October 27, 2010 12:42 PM

To: Peter Cotty

Ce¢: 'Michael Braverman'; 'Larry Antilla“'

Subject: RE: Aspergillus flavus AF36 - EPA Reg. No. 71693-1 - PP 9F7662

Peter, do let Mike know when you can realistically prepare the report for
submission and he can discuss time frames with us.

Thanks.

Sincerely,

Shanaz Bacchus, Chemist

USEPA/QPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division 1200 Pennsylvania Ave., N.W.
Washington D.C. 20460

Phone: 703-308-8097

Fax: 703-308-7025
From: "Peter Cotty" <pjcottv@email.arizona.edu>
To: Shanaz Bacchus/DC/USEPA/USEBEPA, "'Michael Braverman'"

<braverman®AESCOP _Rutgers.edu>

Cc: "'Larry Antilla'" <lantilla@azcotton.org>

Date: 10/27/201L0 03:27 pM

Subject: RE: Aspergillus flavus AF36 - EPA Reg. No. 71693~1 - pP
9ET662
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Michael,

This is my fault. I have been swamped and not had time to put together the
report.

--Peter.

Peter J. Cotty

Agricultural Research Service, United States Department of Agriculture
School of Plant Sciences, University of Arizona

Desk: 520-626-5049

Secretary: 520-626-6775

FAX: 520-626-5944

Laboratory: 520-626-5704

Mail Address:
{USDA-ARS
Schoeol of Plant Sciences
University of Arizona
P.0. Box 210036
Tucson, AZ 85721-0036

Address for Courier Delivery:
Shantz Building, Room 115
1177 E. Fourth Street
Tucsen, AZ 85721

Website: http://cals.arizona.edu/research/cottylab/CottylabHome. htm

————— Original Message-----
From: Bacchus.Shanaz@epamail.epa.gov [
mailto:Bacchus. Shanaz@epamail . epa.gov]

Sent: Wednesday, October 27, 2010 12:24 PM

To: Michael Braverman

Co: 'Larry Antilla'; 'Peter Cotty'

Subject: Re: Aspergillus flavus AF36 - EPA Reg. No. 71693~1 - PP 9E7662

Mike:

Please respond in writing for with a time line for providing the efficacy
data from the field trials conducted with Aspergillus flavus ; -
AF36 on corn for the pending PRIA action. The PRIA deadline is November 13,
2010. If, alternatively, you wish to withdraw the registration action and
pending amendment to the tolerance exemption, do notify us in writing. It
takes tweo weeks to process a PRIA negotiation. TIf we do not hear from you,
we may have to lssue a "cannot grant* letter within that two week time
frame..

I have placed two voice mails on your office phone and have sent a previous
email to you regarding this matter. I am copying Larry Antilla and Peter
Cotty sc that they can understand the urgency of this matter.

Thanks for a prompt response.

Sincerely,

Shanaz Bacchus, Chemist

USEPA/OPP (Mail Code 7511F)

Biopesticides and Pollution Prevention Division 1200 Pemnsylvania Ave., N.W.
Wazshington D.C. 20460



Phone: 703-308-8097

Fax: 703-308-7026
From: Shanaz Bacchus/DC/USEPA/US
To: Michael Braverman <braverman@AESOP.Rutgers. edu>
Date: 10/06/2010 11:57 aM
Subject: Aspergillus flavus AF36 - EPA Reg. No. 71693-1 - pp 9E7662

(See attached file: deficiency letter 71693-1 PPIETEG2 10-06-10.pdf)

Attached i1s the deficiency letter regarding Aspergillus flavus AF36 - Epa
Reg. No. 71693-1 - PP 9E7662. You have already received the review and
phoned to tell me today that you have sent it to Dr. Peter Cotty.
Generally, PRIA renegotiations are only approved when the data to satisgfy
the deficiencles are submitted to the Agency. However, since it may not be
feasible for you to submit results from the 2009 and 2010 field trials (EPa
Reg. No. 71693-EUP-2} by the PRIA due date (11/13/10), please submit in
writing your commitment to provide the data by a certain time. Please
include review time that BPPD would need in your request for a new PRIA
date.

As discussed on the phone, I will be happy to discuss this matter further
with vou.

Sincerely,
Shanaz Bacchus, Chemist
USEPA/OPP (Mail Code 7511F)

Biopesticides and Pollution Prevention Division 1200 Pennsylvania Ave., N.W.

Washington D.C. 20460
Phone: 703-308-8097
Fax: T03-308-7026

Office address:

27778cuth Crystal Drive

One Potomac Yard, 8th Floor (S8945)
Crystal City, Arlington VA 22202
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EUP report AF 36 Pistachio
t
dichael Braverman o Shanaz Bacchus 08/22/2010 10:06 AM

History: This message has heen replied to.

Shanaz

Attached is the EUP report for AF36 Pistachio.

The most significant conclusions

1. The proportion of the atoxigenic strain AF36 in the soil increased substantially in the treated
orchards after applying the wheat-AF36 product, reaching up to 89% of the isolates three months after

application.

2. Nuts from the orchards treated with the wheat-AF36 product were less likely to be contaminated
with affatoxin than those from nearby untreated orchards in 2008 and in 2009.

3. Application of the AF36 product did not increase the amount of cyclopiazonic acid (CPA) in the nuts.
Fhope to convert this into a volume to support the section 3 registration soon.
Regards

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey (08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label database....... _

http://ir4.rutgers.edu/biopesticides.html
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af36PRAexstension. pdf
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ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL
3721 E WIER AVE

PHOENIX AZ 85040-2933

602-438-0059 (PH) ext.1t

602-438-0407 (FAX)

OV OP

Dr. Michael McDavit, Acting Director

Biopesticides & Pollution Prevention Division (BPPD)

Office of Pesticide Programs (7511P)

U.S. Environmental Protection Agency

One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

(703)308-8097 November 8, 2010

RE: Registration representative for Arizona Cotton Research and Protection Council Company
Number 71693

Dear Dr McDavit

As per my letter of August 8, 2002 to Dr Janet Andersen, the IR-4 Project represents the Arizona
Cotton Research and Protection Council in any and all registration activities with EPA. On all
8570-1 Application for Pesticide forms, Dr Michael Braverman has been listed as the contact
person regarding registrations and has continuously been our representative. This currently
covers all actions involving Aspergillus flavus AF36. Therefore, we are requesting Dr
Braverman be documented in your records as our representative in any and all regulatory
activities. The following is his contact mformation:

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201'W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

braverman@aesop.rutgers.edu

Sincerely,

Larry Antilla
Staff Director
Arizona Cotton Research and Protection Couneil
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ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL
3721 East Wier Avenue
Phoenix, Arizona 85040-2933
{602) 438-0059 - Phone
{602) 438-0407 - Fax

August 8, 2002

Dr. Janet Andersen
Biopesticide and Pollution Prevention Division
¢/o Document Processing Desk
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Room 266 A, Crystal Mall 2
. 1921 Jefferson Davis Highway
: Arlington, VA 22202-4501

Subject: Aspergillus flavus AF-36 Arizona Cotton Research and Protection
Council Company Number 71693

Dear Dr. Andersen:

This letter authorizes the Environmental Protection Agency to refer to the Arizona
Cotton Research and Protection Council data on Aspergillus flavus when
considering the application for registration for Aspergillus flavus AF-36. This
includes currently submitted data by USDA/ARS and the IR-4 Project in addition

. to data and waivers previously submitted for the Experimental Use Permit. We
also authorize the IR-4 Project to act as our representative.

Sincerely
[

Larry Antilla, seoess .
Director N R
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[R-4 Headquarters

Rutgers, The State University of New Jersey
500 College Road East, Suite 20§ W
Princeton, N] 08540

732.932.9575

Ct fax: 609.514.2612
ir4.rutgers.edu
Providing Safe and Effeclive Pest

Manzgement Solutions for
Specialty Crop Growers

Shanaz Bacchus, Regulatory Action Leader

Document Processing Desk

Office of Pesticide Programs {7504P)

Biopesticides & Pollution Prevention Division (BPPD)

U.S. Environmental Protection Agency

Room 8-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

(703)308-8097 November 1, 2010

Re:  Extension request: Response to 75 day letter and PRIA renegotiation for
Section 3 registration of Aspergillus flavus AF36 on corn. Company Number 71693.
PP 9E7662

Dear Shanaz

1 am writing this letter on behalf of the Arizona Cotton Research and Protection
Council. The purpose of this letter is to request an extension on 2 related matters. 1)
Extension forresponse to a 75 day letter, and 2} An extension/renegotiation of the
PRIA timeline.

Thank you for the 75 day review letter dated October 6, 2010. We are in the process
of organizing the information requested in the review and expect to submit our
response by January 18, 201 1. We will submit the efficacy and analyses of
cyclopiazonic acid (CPA), aflatoxin and other items as outlined in the deficiency
letter dated October 6, 2010 data from 2009 and 2010 field trials with Aspergillus
flavus AF36 on corn by January 18, 2011. Since this would be beyond the deadline
for aresponse to the 75 day letter, we are hereby requesting an extension for
response to the 75 day letter until January 18t%, 2011.

Major funding for IR-4 Is provided by Special Research Grants and Hatch Act Funds from USDA-CSREES,
In cooperation with the State Agricultural Experiment Stations, and USDA-ARS.

RUTGERS

THME {TAFE HMEHEEEETY
OF HEW FERKEEY
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Since the current PRIA date is November 13, 2010 and we still need additional time
to respond to the 75 day letter we are asking for a renegotiation of the PRIA date
until August 18, 2011. We believe this will give us sufficient time to respond to the
75 day letter and account for the additional time that EPA needs to review the data.
We sincerely hope that we can resubmit the additional data earlier and that EPA can
subsequently complete the registration earlier as well. Please let me know if you
concur with a new PRIA date of August 18, 2011.

Sincerely,
e _ :
W ! WW
Michael Braverman
Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University
500 College Road East, Suite 201W
Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610
Fax 609.514.2612
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RE: Aspergillus flavus AF36 - EPA Reg. No. 71693-1 - PP SE7662
Michael Braverman to: Shanaz Bacchus 11/01/2010 02:07 PM

Dear Shanaz

As per our conversation attached is a letter requesting a renegotiated PRIA
date of August 18th, 2011,

I can appreciate that EPA has certain steps that need to be taken in the
review of a package but there is very much a human component and great story
of grower adoption of biopesticides connected with AF35. Part of your
division is the Pollution Prevention Division and it is critical that we try
to maintain growers interest in using biopesticides, especially when the
grower and the registrant are so thoroughly integrated. To my knowledge this
is the only true example of such grower adoption of biopesticides and the
ability to maintain themselves as a viable organization may hinge on their
ability to treat corn in the summer of 2011. I realize that you can‘t take
any action until we resubmit, but we would appreciate whatever could be done
to assist the Arizona Cotton Research and Protection Council by expediting
the completion of the registration.

Sincerely

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 Ceocllege Road Rast, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 60%9.514.2612

————— Original Message-----
From: Bacchus.Shanaz@epamail.epa.gov fmailto:Bacchus.Shanaz@epamail.epa.gov]

Sent: Monday, November 01, 2010 12:24 BM

To: 'Michael Braverman-

Cc: lantilla@azcotton.ory; Peter Cotty

Subject: RE: Aspergillus flavus AF36 - EPA Reg. No. 716%3-1 - PP 9E7662

Thanks for your call this morning, Mike. In spite of your response

being past the October 30, 2010, date that was included in the deficiency
letter, I discussed the proposals with Sheryl and here are the options:

1. IR-4 can request, on behalf of the registrant, to provide the efficacy
data from 200% and 2010 field trials with Aspergillus flavus

AF36 on corn by January 18, 2011. This means that the data must be
submitted to the Agency on or before that date, and must include analyses of
cyclopiazonic acid (CPA), aflatoxin and other items as outlined in the
deficiency letter dated October &, 2010 {attached!}.

(See attached file: deficiency letter 71693-1 PPOR7662 10-06~10.pdEf} 2.
Assuming that the data pass the 86-5 screen, they will be put into review
and will regquire a processing time of 7 months. This includes processing
and publishing a final rule to amend the tolerance exemption for Aspergillus
flavus AF34, only if the data are acceptable and support such an amendment.
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3. IR-4 needs to submit a request to negotiate the PRIA date from November
13, 2010, to August 18, 2011. If there are additional deficiencies further
negotiation may be necessary.

4. If we do not receive a reguest to negotiate the PRIA date by COB today
(11/02/10}, the Agency will initiate the "cannot grant" letter for the
proposed use of Aspergillus flavus AF26 on corn, because the data reviewed
to date do not demonstrate that the pesticide is efficacious in this regard.

If you need to discuss this further, please call or email me.

Bincerely,

Shanaz Bacchus, Chemist

USEPA/OPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division 1200 Pennsylvania Ave., N.W.
Washington D.C. 20460

Phone: 703-308-8097

Fax: 703-308-7024

OCffice Address:

27773outh Crystal Drive

One Potomac Yard, 8th Floor {589%45)
Crystal City, Arlington VA 22202

From: Shanaz Bacchus/DC/USELA/US
To: "Peter Cotty" <pjcotty@email.arizona.edus
Cc: "'Michael Braverman'" «braverman@ABESCOP.Rutgers. edus, "1 Larry

Antilla'" <lantilla@azcotton.orgs

Date: 10/27/2010 05:18 PM

Subiject: RE: Aspergillus flavus AF36 - EPA Reg. No. 71693-1 - PP 9E7662

You just need to let him know when you can submit the report - give him a
date. Then he will put in his processing time and I will add ours to
propose a new due date. I need to have proposed dates that you think you
can realistically keep (not packages) by tomorrow/Friday, so that I can
process the negotiation. Or else, we'll process "cannot grant" due to no
response from registrant by deadline required for response.

Doe this help?
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Sincerely,

Shanaz Bacchus, Chemist

USEPA/OPP {Mail Code 7511P)

Biopesticides and Pollution Prevention Division 1200 Pennsylvania Ave., N.W.
Washington D.C. 20460

Phone: 703-308-8097

Fax;: 703-308-7028
From: "Peter Cotty" «pjcotty@email.arizona.edus
To: Shanaz Bacchus/DC/USEPA/US@EPA
Ce: *'Michael Braverman'™* <braverman@AESOP.Rutgers.edu>, *'Larry

Antilla'" <lantilla@azcotton.orgs

Date: 10/27/2010 03:45 PM
Subject: RE: Aspergillus flavus AF36 - EPA Reg. No. 71693-1 - PP 9E7662
Shanaz,

Thanks. We have the data and it looks good. It is just time. I will
discuss it with Michael and try to get him some drafts of the tables soon.

~-~Pateayr,

Peter J. Cotty

Rgricultural Research Service, United States Department of Agriculture
School of Plant Sciences, University of Arizona

Desk: 520-626-5049

Secretary: 520-626-6775

FAY: 520-626-5944

Laboratory: 520-626-5704

Mail Address:
USDA-ARS
S8choeol of Plant Sciences
University of Arizona
P.O. Box 210036
Tucson, AZ 85721-0036
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Address for Courier Delivery:
Shantz Building, Room 115
1177 E. Fourth Street
Tucson, AZ 85721

Website: http://cals.arizona.edu/research/cottylab/CottyLabHome.htm

---~~0riginal Message-----
From: Bacchus.Shanaz®epamail.epa.gov [
mailto:Bacchus.Shanaz@epamail . epa.gov]

Sent: Wednesday, October 27, 2010 12:42 PM

To: Peter Cotty

Cc: 'Michael Braverman'; 'Larry Antilla?

Subject: RE: Aspergillus flavus AF36 - EPA Reg. No. 71693-1 - PP SE7662

Peter, do let Mike know when you can realistically prepare the report for
submission and he can discuss time frames with us.

Thanks.

Sincerely,

Shanaz Bacchus, Chemist

USEPA/COPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division 1200 Pennsylvania Ave., N.W.
Washington D.C. 20460

Phone: 703-308-8097

Fax: 703-308-7026
From: "Peter Cotty" «<pjcotty@email.arizona.edus
T Shanaz Bacchus/DC/USEPA/US@EPA, "'Michael Braverman'"

<braverman@aESCP.Rutgers.edus>

Cc: "'Larry Antilla'" «<lantilla@azcotton.orgs

Date: 10/27/2010 03:27 PM

Subject: RE: Aspergillus flavus AF36 - EPA Reg. No. 71693-1 - PP
9E7662
Michael,
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This is my fault. I have been swamped and not had time to put together the
report.

--Peter.

Peter J. Cotty

Agricultural Research Service, United States Department of Agriculture
School of Plant Sciences, University of Arizona

Deslk: 520-~626-50489

Secretary: 520-626-6775

FAX: 520-626-5944

Laboratory: 520-626-5704

Mail address:
USDA-ARS
School of Plant Sciences
University of Arizona
P.G. Box 210038
Tucson, AZ 85721-0036

Address for Courier Delivery:
Shantz Building, Room 115
1177 E. Fourth Street
Tucgon, AZ 85721

Website: http://cals.arizona.adu/research/cottylab/CottyLabHome.htm

----- Criginal Message-----
From: Bacchus. Shanaz@epamail .epa.gov |
mailto:Bacchus.Shanaz@epamail.epa.g0v]

Sent: Wednesday, Octcber 27, 2010 12:24 PM

To: Michael Braverman

Cc: '"Larry Antilla'; 'Peter Cotty!

Subject: Re: Aspergillus flavus AF36 - EPA Reg. No. 71693-1 - PP 9E7662

Mike:

Please respond in writing for with a time line for providing the efficacy
data from the field trials conducted with Aspergillus flavus

AF38 on corn for the pending PRIA action. The PRIA deadline is November 13,
2010. If, alternatively, you wish to withdraw the registration action and
pending amendment to the tolerance exemption, do notify us in writing. It
takes two weeks to process a PRIA negotiation. I¥f we do not hear from you,
we may have to issue a “cannot grant" letter within that two week time
frame. .

I have placed two voice mails on your office phone and have sent a previous
email to you regarding this matter. T am copying Larry Antilla and Peter
Cotty s=o that they can understand the urgency of this matter.

Thanks for a prompt response.

Sincerely,

Shanaz Bacchus, Chemist

USEPA/OPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division 1200 Penneylvania Ave., N.W.
Washington D.C. 20450

Phone: 703-308-8097

Fax: 703-308-7026
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From: Shanaz Bacchus/DC/USEPA/US

To: Michael Braverman <braverman@iESOP.Rutgers.edu>
Date: 10/06/2010 11:57 aM
Subject: Aspergillus flavus AF36 - EPA Reg. No. 71693-1 - PP 97662

(See attached file: deficiency letter 71693-1 PPIE7662 10-06-10.pdf)

Attached is the deficiency letter regarding Aspergillus flawvus AF36 - EPA
Reg. No. 71623-1 - PP 9E7662. You have already received the review and
phoned to tell me today that you have sent it to Dr. Peter Cotty.
Generally, PRIA renegotiations are only approved when the data to satisfy
the deficiencies are submitted to the Agency. However, since it may not be
feasible for you to submit results from the 2009 and 2010 field trials (EPA
Reg. No. 71693-EUP-2} by the PRIA due date (11/13/10), please submit in
writing your commitment to provide the data by & certain time. Please
include review time that BPPD would need in your request for a new PRIA
date.

As discussed on the phone, I will be happy to discuss this matter further
with you.

Sincerely,
Shanaz Bacchus, Chemist
USEPA/OPP (Mail Code 7511FP)

Bicpesticides and Pellution Prevention Division 1200 Pennsylvania Ave., N.W,.

Washington D.C. 20460
Phone: 703-308-8097
Fax: 703-308-7026

Office Address:

277750uth Crystal Drive

OCne Potcmac Yard, 8th Floor (58945)
Crystal City, Arlington VA 22202
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FW: UPS Ship Notification, Tracking Number 1Z0061240299305852
t

Michazel Braverman o Jeannine Kausch, Shanaz Bacchus 03/21/2011 07:41 PM

Jeannine and Shanaz

As a follow up to the electronic copy | sent earlier today, this is the UPS tracking number for the AF36
corn label amendment,

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Prograin
IR-4 Project, Rutgers University

500 Coliege Road East, Suite 201 W

Princeton, New [ ersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label database.......

http://ird.rutgers.edu/biopesticides.htmi

From: UPS Quantum View [mailto:auto-notify@ups.com)

Sent: Monday, March 21, 2011 2:59 PM

To: braverman@AESOP.Rutgers.edy :

Subject: UPS Ship Notification, Tracking Number 1Z0061240299305852

This message was sent to you at the request of IR-4 Project Headquarters to notify
you that the electronic shipment information below has been transmitted to UPS. The
physical package(s) may or may not have actually been tendered to UPS for shipment.
To verify the actual transit status of your shipment, click on the tracking link below
or contact IR-4 Project Headquarters directly,

Important Delivery Information

Scheduled Delivery: 23-March-2011
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Shipment Detail

Ship To:

Jeannine Kausch

USEPA BPPD

Doc Proc Desk (7511P)
One Potomac Yard

2777 South Crystal Drive
ARLINGTON

VA

222023553

us

Number of Packages:1

UPS Service: 2ND DAY AIR
Weight: 1.0LBS

Tracking Number: 1Z0061240299305852
Reference Number 1:Sims Karen
Reference Number 2: AF36 Corm - ks

Click here to track if UPS has received your shipment or visit
hitp://www.ups.com/WebTracking/track?loc=en_US on the Internet.

Discover more about UPS:

Visit www.ups.com
Sign Up For Additional E-Mail From UPS

Read Compass Qnline
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RE: EPA-HQ-OPP-2010-0101 - product performance - AF36- corn
t

Michael Braverman o Shanaz Bacchus 03/21/2011 07:37 PM

Cc: Alan Reynolds, Jeannine Kausch, Kimberly Smith, Sheryl Reilly

Ok. Thanks

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ird.rutgers.edu/biopesticides.html

————— Original Message-----
From: Bacchus.Shanaz@epamail.epa.gov [mailto:Bacchus.Shanaz@epamail.epa.gov]

Sent: Monday, March 21, 2011 4:28 PM

To: Michael Braverman

Cc: Reynolds.Alan@epamail.epa.gov; Kausch.Jeannine@epamail.epa.gov;
Smith.Kimberly@epamail.epa.gov; Reilly.Sheryl@epamail.epa.gov
Subject: RE: EPA-HQ-OPP-2010-0101 - product performance - AF36- corn

Thanks for the letter, Mike. To clarify, the first three pages of Dr.
Gagliardi's review will be posted in the docket EPA-HQ-OPP-2010-0101 -
not published in the Federal Register.

Sincerely,

Shanaz Bacchus

USEFA/OPP/BPPD/MPB

From: Michael Braverman <braverman@AESOP.Rutgers.edu>

To: Shanaz Bacchus/DC/UJSEPA/USEEPA, Kimberly
Smith/DC/USEPA/USGERA

(8 ol Sheryl Reilly/DC/USEPA/US@EPA, Alan
Reynolds/DC/USEPA/US@EPA, Jeannine Kausch/DC/USEPA/USEGEPA

Date: 03/21/2011 02:41 PM

Subject: RE: EPA-HQ-0PP-2010-0101 - product performance - AF36- corn
- resolved

Shanaz

Thanks for your e-mail and call. Hope my attached letter concerning no
data
confidentiality works for going forward with the FR publication.
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Regards

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 20.W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ird.rutgers.edu/biopesticides.html

————— Original Message-----
From: Bacchus.Shanaz@epamail.epa.gov |
mailto:Bacchus.Shanaz@epamail.epa.gov]

Sent: Monday, March 21, 2011 2:23 BPM

To: Smith.Kimberly@epamail.epa.cov

Cc: Reilly.Sheryl@epamail.epa.gov; Reynolds.Alan@epamail . epa.gov;
Michael

Braverman

Subject: EPA-HQ-0QPP-2010-0101 - product performance - AF36- corn -
resolved

(See attached file: product performance AF36 corn OPP-2010-0101.pdf)
Attached are three pages of the review re product performance of
Aspergillus

flavus AF36 on corn as discussed with you, Kimberly. This would not
disclose personal privacy of the farmers who participated in the EUP and
removes sections of the review labeled CBI.

Kimberly, please replace the original draft document with this one for
the

opening of the docket EPA-HQ-OPP-2010-0101.

Mike, this should make it easier for you to send us your CBI clearance
letter.

Thanks,

Shanaz Bacchus

USEPA/OPP/BPPD/MFB

[attachment "AF36nodataconfidentialityMARCH212011.pdf" deleted by Shanaz
Bacchus/DC/USEPA/US]
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RE: EPA-HQ-OPP-2010-0101 - product performance - AF36- corn - resolved
t

Michael Braverman o Shanaz Bacchus, Kimberly Smith 03/21/2011 02:41 PM

Cc: Sheryl Reilly, Alan Reynolds, Jeannine Kausch

History: This message has been replied to.

Shanaz

Thanks for your e-mail and call. Hope my attached letter concerning no data
confidentiality works for going forward with the FR publication.

Regards

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ir4.rutgers.edu/biopesticides.html

————— Original Message-----
From: Bacchus.Shanaz@epamail.epa.gov [mailto:Bacchus.Shanaz@epamail.epa,gov]

Sent: Monday, March 21, 2011 2:23 PM

To: Smith.Kimberly@epamail.epa.gov

Cc: Reilly.Sheryl@epamail.epa.gov; Reynolds.Alan@epamail.epa.gov; Michael
Braverman

Subject: EPA-HQ-OPP-2010-0101 - product performance - AF36- corn - resolved

(See attached file: product performance AF36 corn OPP-2010-0101.pdf)
Attached are three pages of the review re product performance of Aspergillus
flavus AF36 on corn as discussed with you, Kimberly. This would not
disclose personal privacy of the farmers who participated in the EUP and
removes sections of the review labeled CBI.

Kimberly, please replace the original draft document with this one for the
opening of the docket EPA-HQ-OP?-2010-0101.

Mike, this should make it easier for you to send us your CBI clearance
letter.

Thanks,

Shanaz Bacchus

USEPA/OPP/BPPD/MPB

-

]

AF36nodataconfidentialty MARCH212011.pdf
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t@ FW: Corn label amendment

Michael Braverman o Jeannine Kausch 03/21/2011 01:55 PM

Cc: Shanaz Bacchus

Jeannine

Attached is a Word version of the revised AF36 label. As we discussed | have combined the 2 sublabels
into 1 label with the state restrictions and application directions for cotton and corn.

| have also attached a complete PDF of the submission with the application form, cover letter EPA letter
and stamped label and 5 copies of the new label.

Thanks for your assistance in processing this.

Sincerely

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

cR

AF36Cotton and Com combined label.doc  AF36comemendlabelMarch2011 .pdf

’fr”a
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RE: FW: Your Submission to EPA (Reg. No. 71693-1, 1E7830)
t

Michael Braverman o Shanaz Bacchus 02/02/2011 08:14 PM

Cc: Fiker Getachew

Fiker and Shanaz
Attached are the data matrix and Certification with respect Data forms.

I noticed that the registrant dated the forms at the bottom of the page but
did not insert the date toward the top. If this is essential, let me know
and I will re-request.

Thanks

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201w

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ird.rutgers.edu/biopesticides.html

----- Original Message-----
From: Bacchus.Shanaz@epamail.epa.gov [mailto:Bacchus.Shanaz@epamail.epa.gov]

Sent: Tuesday, February 01, 2011 10:57 AM

To: Michael Braverman

Cc: Getachew.Fiker@epamail.epa.gov

Subject: Re: FW: Your Submission to EPA (Reg. No. 71693-1, 1E7830)

Mike:

Certification with Respect to Citation of Data and Data Matrix Forms are
still missing. Please send those to Fiker and copy me.

Thanks,

Shanaz Bacchus

USEPA/OPP/BPPD (7511P)

flexphone: 301-570-0371

From: Michael Braverman <braverman@AESOP.Rutgers.edu>

To: Shanaz Bacchus/DC/USEPA/USGEPA

Date: 02/01/2011 10:02 AM

Subject: FW: Your Submission to EPA (Reg. No. 71693-1, 1E7830)
Shanaz
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Is the request below from the EPA contractor the same as what we sent
you.
Is it taken care of?

Thanks

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ir4.rutgers.edu/biopesticides.html

————— Original Message-----
From: Getachew.Fiker@epamail.epa.gov |
mailto:Getachew.Fiker@epamail.epa.gov]

Sent: Monday, January 31, 2011 2:16 PM
To: braverman@AESOP.Rutgers.edu
Subject: Your Submission to EPA (Reg. No. 71693-1, 1E7830)

Dear Mr. Braverman,

This is in-follow up to the voice message I left for you. We found the
following deficiencies in your application package for Aspergillus
Flavus AF36 (Reg. No. 71693-1 ard Petition No. 1E7830). Certification
with Respect to Citation of Date and Data Matrix Forms are missing from
your application packages. The forms can be faxed to 703-305-5060: Attn:
Fiker Getachew or emailed to me.

Thank You
Sincerely:
Fiker Getachew

EPA Contractor
703-305-6472

lﬂt

+ ete

2011 02 02 AF36 Data Matiix and Cert pdf
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ﬁ FW: Your Submission to EPA (Reg. No. 71693-1, 1E7830)
t

— Michael Braverman o Shanaz Bacchus 02/01/2011 10:02 AM
History: This message has been replied to.
Shanaz

Is the request below from the EPA contractor the same as what we sent you.
Is it taken care of?

Thanks

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visgit our label
database.......

http://ird.rutgers.edu/biopesticides.html

————— Original Message-----
From: Getachew.Fiker@epamail.epa.gov [mailto:Getachew.Fiker@epamail.epa.gov]

Sent: Monday, January 31, 2011 2:16 PM
To: braverman@AESOP.Rutgers.edu
Subject: Your Submission to EPA (Reg. No. 71693-1, 1E7830)

Dear Mr. Braverman,

This is in-follow up to the voice message I left for you. We found the
following deficiencies in your application package for Aspergillus
Flavus AF36 (Reg. No. 71693-1 and Petition No. 1E7830). Certificaticn
with Respect to Citation of Data and Data Matrix Forms are missing from
your application packages. The forms can be faxed to 703-305-5060: Attn:
Fiker Getachew or emailed to me.

Thank You
Sincerely:
Fiker Getachew

EPA Contractor
703-305-6472
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RE: AF36 Corn Label
t
Michael Braverman o 'David Gibson', 'Scott Averhoff 01/27/2011 01:50 PM

Ce: 'Larry Antilla', "Peter J. Cotty"”, Shanaz Bacchus

History: This message has been forwarded.

Scott and David

I am not aware of any different type of application that could have been
made to so called expedite or gain faster track review compared to what is
already underway. I have discussed this with Shanaz and the review is
underway in its normal course.

If you somehow become aware that there is something that can be done and it
is within my power to assist, I would be glad to do so. I understand the
urgency and appreciate your patience.

If you would like to discuss this further, please give me a call.

Shanaz- If there is any question that arises during the review process,
please let me know as soon as possible.

Sincerely

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ird.rutgers.edu/biopesticides.html

————— Original Message-----

From: David Gibson [mailto:dgibson@texascorn.org]

Sent: Wednesday, January 26, 2011 1:28 PM

To: Bacchus.Shanaz@epamail.epa.gov

Cc: Larry Antilla; Michael Braverman; Peter J. Cotty: Scott Averhoff
Subject: Re: AF36 Corn Label

That didn't say much
David Gibson
806-786-7265 cell
800-647-2676 office

On Jan 26, 2011, at 12:23 PM, Bacchus.Shanaz@epamail.epa.gov wrote:
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*Personal privacy information*

The efficacy data submitted for Aspergillus flavus AF36 on corn are
currently under review.
Shanaz Bacchus

From: "Larry Antilla" <lantilla@azcotton.org>
To: Shanaz Bacchus/DC/USEPA/USEEPA
Co: "Michael Braverman" <braverman@AESOP.Rutgers.edu>, "Peter J.

Cotty" <pjcotty@email.arizona.edu>, "Scott Averhoff"
"David Gibson"
<dgibson@texascorr.org>

Date: 01/26/2011 01:02 PM
Subject: AF36 Corn Label
Shanaz,

I am trying to follow up on an inguiry by the corn producers led by
Scott Averhoff and David Gibson in Texas.They were asked by
congressional staff if we had requested an "expedited review" of the
label packet for corn. Being a novice at all this, I had no answer for
them. Perhaps you could shed some light on this matter. I know, based on
the truly excellent results that AF36 has produced in reducing aflatoxin
on their crops, that these growers are very concerned about losing
contunity on the progress that has been made to date. Thank you for your
consideration of this questicn.

Larry

Larry Antilla

Director

Arizona Cotton Research And Protection Council
3721 E. Wier Ave

Phoenix AZ, 85040

(602)438-0059 Ext. 24
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w RE: State Exemption
C t

p -4 Michael Braverman o Shanaz Bacchus 01/27/2011 09:11 AM
History: This message has been replied to.
Shanaz

I'm snowed in this morning. I'll try to call you when I get in.
Thanks

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ird.rutgers.edu/biopesticides.html

————— Original Message-----

From: Bacchus.Shanaz@epamail.epa.gov [mailto:Bacchus.Shanaz@epamail .epa.gov]

Sent: Thursday, January 27, 2011 7:56 AM

To: Larry Antilla

Cc: Michael Braverman; Leovey.Elizabeth@epamail.epa.gov; Peter J. Cotty
Subject: Re: State Exemption

I do apologize for not clarifying that Mike can still be your consultant
and that the link I sent you was for fee payment purposes only and is
applicable if your group is part of the Arizona state government. That
fee exemption status gives you more latitude regarding fee payments than
making submissions as IR-4 actions. So while Mike can still submit on
your behalf, the fee payments can be assessed under the state government
fee exemption. I understand that it really allows you to make
submissions such as amendments without having to include petitions as
you would have to do if they are considered as IR-4 submissions. I will
try to explain to Mike, since I haven't been able to discuss with you.
Hope this helps.

Sincerely,

Shanaz Bacchus

USEPA/QOPP/BPPD (7511P)

From: "Larry Antilla" <lantilla@azcotton.org>

To: Elizabeth Leovey/DC/USEPA/US@EPA, Shanaz
Bacchus/DC/USEPA/USEEPA

(8o "Peter J. Cotty" <pjcotty@email.arizona.edu>, "Michael
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Braverman" <braverman@AESOP.Rutgers.edu>

Date: 01/26/2011 05:46 PM
Subject: State Exemption
Elizabeth,

I recently corresponded with Shanaz Bacchus to verify that the Arizona
Cotton Research and Protection Council is an agency of the state of
Arizona.. In her reply she offered the thought that it might be
adventageous to submit applications (such as for use of our product AF36
on pistachios) as a state agency rather than through IR-4. I discussed
the concept with my Council Chairman. Our conclusion was, while we very
much appreciate Shanaz' thinking on our behalf, we have always relied on
the considerable expertise of IR-4 to act on our behalf on these
issues.In point of fact the Council has a very small staff and lacks the
background and hands on experience to deal with complex regulatory
matters.IR-4 as an entity, and Michael Braverman as an individual point
of contact have been invaluable over the past several years in helping
us work with EPA.. Being this close to the finish line we feel it is
best to stay the course. Again thanks to both you and Shanaz for your
interests on our behalf.

Larry Antilla

Director

Arizona Cotton Research And Protection Council

3721 E. Wier Ave

Phoenix AZ, 85040

(602)438B-0059 Ext. 24
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(ﬂ RE: Aspergillus flavus AF 36 - Pistachio
_ t
u Michael Braverman o 'Tish Tamulis', Shanaz Bacchus 01/26/2011 01:50 PM

History: This message has beer forwarded.

Shanaz

I assume the electronic versions that the Arizona Cotton Research and
Protection Council sent are sufficient. If you need hard copies of anything
that has been submitted by them or me, please let me know.

Thanks

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201w

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ird.rutgers.edu/biopesticides.html

————— Original Message-----

From: Tish Tamulis [mailto:tish@azcotton.org]
Sent: Wednesday, January 26, 2011 11:57 AM
To: Bacchus.Shanaz@epamail.epa.gov

Cc: Michael Braverman

Subject: Aspergillus flavus AF36 - Pistachio

Requested documents signed and attached. Thanks so much.
Tish Tamulis, Secretary to

Larry Antilla

Director, ACREC

————— Original Message-----

From: Michael Braverman [mailto:braverman@AESOP.Rutgers.edu]
Sent: Tuesday, January 25, 2011 12:43 PM

To: Bacchus.Shanaz@epamail.epa.gov; Larry Antilla

Cc: Downs.Teresa@epamail.epa.gov; Tish Tamulis

Subject: RE: Aspergillus flavus AF36 - Pistachio

Shanaz
In regard to the issues regarding AF36 listed in your e-mail below, I have
attached an amended cover letter and electronic Notice of Filing. If there

is anything in what I have sent to you or Larry that needs changes, please
let me know.
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Larry

I have attached an updated 8570-1 Application form with an additional page.
I have also attached an update Confidential Statement of Formula. Please
sign and date these documents and return as an e-mail attachment to Shanaz.
Please copy me as well

Thanks

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201w

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ird.rutgers.edu/biopesticides.html

----- Original Message-----
From: Bacchus.Shanaz@epamail.epa.gov [mailto:Bacchus.Shanaz@epamail . epa.gov]

Sent: Monday, January 10, 2011 4:16 PM

To: Michael Braverman; lantilla@azcotton.org
Cc: Downs.Teresa@epamail.epa.gov

Subject: Aspergillus flawvus AF36 - Pistachio

Mike:
Document processing informed me of your application on behalf of the Arizona

Cotton and Research and Protection Council for the use of Aspergillus flavus
AF36 on pistachio.

The following items are missing from the package.

1. The cover letter does not include the EPA Registration No. 71693-1 as
the product to which the petition applies. The letter also does not request
the exemption from tolerance. State both of these clearly in your cover
letter.

2. Clearly state in your cover letter that the product is already
registered and this is a propos=d new use to add the crop pistachio to the
label.

3. Thank you for so carefully separating out the health and ecological
effects studies. However, we also need two copies of the following complete
Data Matrices for EPA Registration No. 71693-1 as follows: one with a list
of all the MRIDs that are to be considered for the action, and the second
for the public. Specifically state in your cover letter whether the
previously reviewed data suppor: the new submission and why, and what new
data are required for the new use. Also, explain why the new use will not
pose an incremental risk to health and the environment greater than that
which already exists for the current uses.

4. The 8570-1 form must include both the request for the exemption and the

EPA Reg. No. for the product so that the Front Desk can process the package
without having to try to figure out what pesticide product is to be used in
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the applications.

5. The Confidential Statement of Formula form 8570-4 must include the EPA
Registration No. in Box 4.

6. Explain what the articles included in each volume are supposed to
support. Were they previously reviewed, and what are the new unreviewed
articles that we need to consider in support of the petition.

7. Submit an electronic version of the petition that you would like us to
publish in the docket when we announce the receipt of the petition.

Please submit all items by COB Friday, January 14, so that we can continue
processing of this submission.

Sincerely,

Shanaz Bacchus, Chemist

USEPA/OPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division 1200 Pennsylvania Ave., N.W.
Washington D.C. 20460

Phone: 703-308-8097

Fax: 703-308-7026

Office Address:

2777South Crystal Drive

One Potomac Yard, 8th Floor (S8945)
Crystal City, Arlington VA 22202
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RE: Aspergillus flavus AF 36 - Pistachio
t
Michael Braverman o Shanaz Bacchus, lantilla 01/25/2011 02:44 PM

Cc: Teresa Downs, Tish Tamulis'

History: This message has been forwarded.

Shanaz

In regard to the issues regarding AF36 listed in your e-mail below, I have
attached an amended cover letter and electronic Notice of Filing. If there
is anything in what I have sent to you or Larry that needs changes, please
let me know.

Larry

I have attached an updated 8570-1 Application form with an additional page.
I have also attached an update Confidential Statement of Formula. Please
sign and date these documents and return as an e-mail attachment to Shanaz.
Please copy me as well

Thanks

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201w

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ird.rutgers.edu/biopesticides.html

————— Original Message-----
From: Bacchus.Shanaz@epamail.epa.gov [mailto:Bacchus.Shanaz@epamail.epa.gov]

Sent: Monday, January 10, 2011 4:16 PM

To: Michael Braverman; lantilla@azcotton.org
Cc: Downs.Teresalepamail.epa.gov

Subject: Aspergillus flavus AF36 - Pistachio

Mike:

Document processing informed me of your application on behalf of the
Arizona Cotton and Research and Protection Council for the use of
Aspergillus flawvus AF36 on pistachio.

The following items are missing from the package.

1. The cover letter does not include the EPA Registration No. 71693-1
as the product to which the petition applies. The letter also does not
request the exemption from tolerance. State both of these clearly in
your cover letter.
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2. Clearly state in your cover letter that the product is already
registered and this is a proposed new use to add the crop pistachio to
the label.

3. Thank you for so carefully separating out the health and ecological
effects studies. However, we also need two copies of the following
complete Data Matrices for EPA Registration No. 71693-1 as follows: one
with a list of all the MRIDs that are to be considered for the action,
and the second for the public. Specifically state in your cover letter
whether the previously reviewed data support the new submission and why,
and what new data are required for the new use. Also, explain why the
new use will not pose an incremental risk to health and the environment
greater than that which already exists for the current uses.

4. The 8570-1 form must include both the request for the exemption and
the EPA Reg. No. for the product so that the Front Desk can process the
package without having to try to figure out what pesticide product is to
be used in the applications.

5. The Confidential Statement of Formula form 8570-4 must include the
EPA Registration No. in Box 4.

6. Explain what the articles included in each volume are supposed to
support. Were they previously reviewed, and what are the new unreviewed
articles that we need to consider in support of the petition.

7. Submit an electronic version of the petition that you would like us
to publish in the docket when we announce the receipt of the petition.

Please submit all items by COB Friday, January 14, so that we can
continue processing of this submission.

Sincerely,

Shanaz Bacchus, Chemist

USEPA/OPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division
1200 Pennsylvania Ave., N.W.

Washington D.C. 20460

Phone: 703-308-8097

Fax: 703-308-7026

Office Address:

27778outh Crystal Drive

One Potomac Yard, 8th Floor (S8%45)

Crystal City, Arlington VA 22202 -
B3 -

af3pistachicamendcoverletter1-26-2011.pdf af3Bpistechioforms1-26-2011.pdf AF38pistachio NOF2010.doc
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RE: Aspergillus flavus AF 36 - Pistachio
t
Mich==! Braverman o Shanaz Bacchus, lantilla 01/18/2011 11:07 AM

Cc: Teresa Downs

History: This message has been replied to.

Shanaz

I have been out of the country and just got back in the office. I am
scanning e-mails and recognize the importance of this one. I will get this
to you in a couple of days.

Regards

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201w

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ird.rutgers.edu/biopesticides.html

————— Original Message-----
From: Bacchus.Shanaz@epamail.epa.gov [mailto:Bacchus.Shanaz@epamail.epa.gov]

Sent: Monday, January 10, 2011 4:16 PM

To: Michael Braverman; lantilla@azcotton.org
Cc: Downs.Teresa@epamail.epa.gov

Subject: Aspergillus flavus AF36 - Pistachio

Mike:

Document processing informed me of your application on behalf of the
Arizona Cotton and Research and Protection Council for the use of
Aspergillus flavus AF36 on pistachio.

The following items are missing from the package.

1. The cover letter does not include the EPA Registration No. 71693-1
as the product to which the petition applies. The letter alsoc does not
request the exemption from tolerance. State both of these clearly in
yvour cover letter.

2. Clearly state in your cover letter that the product is already
registered and this is a proposed new use to add the crop pistachioc to
the label.

3. Thank you for so carefully separating out the health and ecological

effects studies. However, we also need two copies of the following
complete Data Matrices for EPA Registration No. 71693-1 as follows: one
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with a list of all the MRIDs that are to be considered for the action,
and the second for the public. Specifically state in your cover letter
whether the previously reviewed data support the new submission and why,
and what new data are required Ffor the new use. Also, explain why the
new use will not pose an incremental risk to health and the environment
greater than that which already exists for the current uses.

4. The 8570-1 form must include both the request for the exemption and
the EPA Reg. No. for the product so that the Front Desk can process the
package without having to try to figure out what pesticide product is to
be used in the applications.

5. The Confidential Statement of Formula form 8570-4 must include the
EPA Registration No. in Box 4.

6. Explain what the articles included in each volume are supposed to
support. Were they previously reviewed, and what are the new unreviewed
articles that we need to consider in support of the petition.

7. Submit an electronic version of the petition that you would like us
to publish in the docket when we announce the receipt of the petition.

Please submit all items by COB Friday, January 14, so that we can
continue processing of this submission.

Sincerely,

Shanaz Bacchus, Chemist

USEPA/OPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division
1200 Pennsylvania Ave., N.W.

Washington D.C. 20460

Phone: 703-308-8097

Fax: 703-308-7026

Office Address:

2777South Crystal Drive

One Potomac Yard, 8th Floor (S8945)
Crystal City, Arlington VA 22202
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i ‘j FW: UPS Delivery Notification , Tracking Number 1Z20061240291313812
. t

p——.4 Michael Braverman o Shanaz Bacchus 12/16/2010 07:29 PM

Shanaz
According to the UPS the AF36 pistachio package has arrived.
Thanks

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label database.......

http://ird.rutgers.edu/biopesticides.html

From: UPS Quantum View [mailto:auto-notify@ups.com]

Sent: Thursday, December 16, 2010 6:25 PM

To: braverman@AESOP.Rutgers.edu

Subject: UPS Delivery Notification, Tracking Number 120061240291313812

*#¥Do not reply to this e-mail. UPS and IR-4 PROJECT RUTGERS UNIVERSITY
will not receive your reply.

At the request of IR-4 PROJECT RUTGERS UNIVERSITY, this notice is to
confirm that the following shipment has been delivered.

Important Delivery Information
Tracking Number: 1Z0061240291313812

16-December-2010 / 3:33
PM

Delivery Date / Time:
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Delivery Location: MAIL ROOM
Signed by: CARRIE

Shipment Detail

Ship To:

Shanaz Bacchus

US EPA- BPPD
2777 CRYSTAL DR
ROOM 4900
ARLINGTON

VA

22202

Us

Number of Packages 1
Weight: 8.0 LBS
Reference Number 1:Burke Ute

stcovcr more about UPS:
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RE: AF36 Pistachio
t
Michael Braverman o Shanaz Bacchus 12/14/2010 01:10 PM

Cc: 'John Inouye'

Shanaz

The AF36 application for Section 3 registration package and tolerance
exemption petition for pistachic are together in one mailing.

In regard to AF36 corn, additional efficacy data will be sent out around the
end of the week as a response to the 75 day letter. That is only to EPA

Regards

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 Cellege Road East, Suite 201w

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ird.rutgers.edu/biopesticides.html

----- Original Message-----
From: Bacchus.Shanaz@epamail .epa.gov [mailto:Bacchus.Shanaz@epamail .epa.gov]

Sent: Tuesday, December 14, 2010 12:19 PM
To: Michael Braverman

Cc: 'John Inouye'

Subject: Re: AF36 Pistachio

Thanks, Mike. Have we received a Section 3 application for pistachio?
I recall we have received one for corn.

Please clarify.

Shanaz Bacchus

USEPA/OPP/BPPD/MPB (7511P)

703-308-8097

From: Michael Braverman <braverman@AESOP.Rutgers.edu>

To: Shanaz Bacchus/DC/USEPA/US@EPA, 'John Inouye'
<jinouye@cdpr.ca.gov>
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Date: 12/14/2010 11:55 AM

Subject: AF36 Pistachio

Shanaz and John

Just a heads up that the AF36 Pistachio efficacy data is headed your way
to support the Section 3 registration . I am submitting to both EPA and
CDPR simultaneously, but realizs that EPA approval is needed before CDPR
can complete the California registration.

It should be at your respective document processing desks by Thursday.

Attached is an EPA notice of filing

Regards

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pes:t control solution? Visit our label
database.......

http://ird.rutgers.edu/biopesticides.html
[attachment "AF36pistachio NOF2010.doc" deleted by Shanaz
Bacchus/DC/USEPA/US]
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m AF36 Pistachio
- t

p—4 Michael Braverman o Shanaz Bacchus, 'John Inouye' 12/14/2010 11:55 AM
History: This message has been replied to.
Shanaz and John

Just a heads up that the AF36 Pistachio efficacy data is headed your way to support the Section 3
registration . | am submitting to both EPA and CDPR simultaneously, but realize that EPA approval is
needed before CDPR can complete the California registration.

It should be at your respective document processing desks by Thursday.

Attached is an EPA notice of filing

Regards

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

http://ird.rutgers.edu/biopesticides.html

AF 36pistachio NOF2010.doc
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RE: letter of authorization - AF36
t
Michael Braverman o Shanaz Bacchus, lantilla 11/12/2010 11:35 AM

. Elizabeth Leovey, Michael Mcdavit, Sheryl Reilly, 'Jerry Baron', 'Tish
© Tamulis'

Shanaz

In addition to the scanned copy that | sent yesterday, | have received notification that the hard copy has
been delivered to EPA today.

Please see tracking and signature information below. We look forward to your approval of the
renegotiated PRIA date for Aspergillus flavus AF36 corn that was sent under separate cover.

Regards

This tracking update has been requested by:
Company Name:AZ COTTON RESEARCH COUNCIL

Name: Letitia Tamulis
E-mail: tish@azcotton.org
Message: Agent Letter

Our records indicate that the following shipment has been delivered:

Ship (P/U) date: Nov 10, Z010

Delivery date: Nowv 12, 2010 10:50 AM
Sign for by: L.VISSE

Delivery location: WASHINGTON, DC

Delivered to: Receptionist/Front Desk
Service type: FedEx Priority Overnight
Packaging type: FedEx Envelope

Number of pieces: 1

Weight: 0.50 1b.

Special handling/Services:Deliver Weekday

Tracking number:796435861185

Shipper Informaticn Recip%en? info:ma?lon . .
Letitia Tamulis D¥. Mlc?n? McDav;t,AcFlng Director
AZ COTTON RESEARCH councirBiopesticides & Pollution Prev BPPD

s One Potomac Yard 2777 S Crystal Dr
3721 E Wier Avenue ;
Phoenix USE?A Ofc Of Pesticide Pgms 7511P
A7 Arlington
uUs Eg
85040
22202

Please dco not respond to this message. This email was sent from an unattended
mailbox. This report was generated at approximately 9:56 AM CST
on 11/12/2010.
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To learn more about FedEx Express, please visit our website at fedex.com.

A1l weights are estimated.

To track the latest status of your shipment, click on the tracking number above,
or visit us at fedex.com.

This tracking update has been sent to you by FedEx on the behalf of the
Requestor noted above. FedEx does not validate the authenticity of the

reguestor and does not validate, guarantee or warrant the authenticity of the
request, the requestor's message, or the accuracy of this tracking update. For
tracking results and fedex.com's terms of use, go to fedex.com.

Thank you for your business.

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
[R-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label database.......

http://ird.rutgers.edu/biopesticides.html

From: Michael Braverman [mailto:braverman@aesop.rutgers.edu]

Sent: Thursday, November 11, 2010 8:34 AM

To: 'Bacchus.Shanaz@epamail.epa.gov'; 'lantilla@azcotton.org'

Cc: 'Leovey.Elizabeth@epamail.epa.gov'; ‘Mcdavit.Michael@epamail.epa.gov';
'Reilly.Sheryl@epamail .epa.gov'; 'Jerry Barcn'

Subject: RE: letter of authorization - AF36

Shanaz

I received a signed copy of the letter of authorization by FAX which I have
scanned and attached.

A hard copy has been sent by the Arizona Cotton Research and Protection
Council to Mike McDavit via FeDEx . Please see tracking information below .

This tracking update has been requested by:
Company Name:AZ COTTON RESEARCH COUNCIL

Name : Letitia Tamulis
E-mail: tish@azcotton.org
Message: Agent Letter

Letitia Tamulis of AZ COTTON RESEARCH COUNCIL sent Dr. Michael McDavit,Acting Director
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of Biopesticides & Pollution Prev BPPD 1 FedEx Priority Overnight package(s).

This shipment is scheduled to be sent on 11/10/2010.

Status:Shipment information sent to FedEx

Tracking number:796435861185

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 689.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ird4.rutgers.edu/biopesticides.html

----- Original Message-----
From: Bacchus.Shanaz@epamail.epa.gov [mailto:Bacchus.Shanaz@epamail.epa.gov]

Sent: Tuesday, November ©9, 2010 4:37 PM

To: lantilla@azcotton.org

Cc: Michael Braverman; Leovey.Elizabeth@epamail.epa.gov;
Mcdavit.Michael@epamail.epa.gov; Reilly.Sheryl@epamail.epa.gov
Subject: Re: Need letter of authorization - AF36

Larry, I just spoke with Mike and he has informed me that you have a
letter naming him as agent for the Aspergillus flavus AF 36 actions. The
authorization letter must also include Dr . Braverman's address and
contact information. Please send that in on your letterhead ASAP . You
may send a scanned signed copy in response to this email pending mailing
of original signed copy. Our Potomac Yard 1 Office mailing address for
FEDEX or overnight delivery is in the email below .

Thanks.

Shanaz Bacchus

301-570-0371 (flex phone).

From: Shanaz Bacchus/DC/USEPA/US

101



To: lantilla@azcotton.org

Ce: Michael Braverman <braverman@AESOP.Rutgers.edu>, Elizabeth

Leovey/DC/USEPA/US@EPA

Date: 11/08/2010 04:12 PM

Subject: Need letter of authorization

In processing the negotiation of the PRIA date for the pending amendment
of Aspergillus flavus AF36 on corn, it was brought to my attention that
the attached letter on file for IR-4 to represent the Arizona Cotton
Reasearch and Protection Council does not comply with the regulations as
noted in

http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?c=ecfr&rgn=div5&view=text&node
=40:23.0.1.1.38idno=40#40:23.0.1.1.3.3.1.6

According to the CFR -

(3) Authorized agent. An applicant may designate a person residing in the
United States

to act as his agent. If an applicant wishes to designate an agent, he must
send the

Agency a letter stating the name and United States address of his agent .
The applicant

must notify the Agency if he changes his designated agent . This
relationship may be

terminated at any time by the applicant by notifying the Agency in writing .

[attachment "ir-4 rep az cotton 2002.pdf" deleted by Shanaz
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Bacchus/DC/USEPA/US]

Larry, I am attaching the letter that we have used in the past for
IR-4's representation of your actions. Please revise and state whether
Dr. Braverman continues to represent you in all actions or only in all
matters related to Aspergillus flavus AF36. The representative must be
a2 person and you must be specific on what actions he can represent . You
may send me a scanned copy of the original that you put in the mail .

An urgent response is required to process the pending PRIA action (due
date 11/13/10).

Sincerely,

Shanaz Bacchus, Chemist

USEPA/OPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division
1200 Pennsylvania Ave., N.W.

Washington D.C. 20468

Phone: 7©3-308-8097

Fax: 703-308-7026

Office Address:

2777South Crystal Drive

One Potomac Yard, 8th Floor (S$8945)
Crystal City, Arlington VA 22202

From: Shanaz Bacchus /DC/USEPA/US
To: lantilla@azcotton.org
Cc: Michael Braverman <braverman@AESOP.Rutgers.edu>, Elizabeth

Leovey/DC/USEPA/US@EPA

Date: 11/08/20106 ©4:12 PM
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Subject: Need letter of authorization

In processing the negotiation of the PRIA date for the pending amendment
of Aspergillus flavus AF36 on corn, it was brought to my attention that
the attached letter on file for IR-4 to represent the Arizona Cotton
Reasearch and Protection Council does not comply with the regulations as
noted in

http://ecfr.gpoaccess.gov/cgi/t/text/text—idx?c=ecfr&rgn=div5&view=text&node
=40:23.0.1.1.38&1dno=40#40:23.0.1.1.3.3.1.6

According to the CFR -

(3) Authorized agent. An applicant may designate a person residing in the
United States

to act as his agent. If an applicant wishes to designate an agent , he must
send the

Agency a letter stating the name and United States address of his agent .
The applicant

must notify the Agency if he changes his designated agent . This
relationship may be

terminated at any time by the applicant by notifying the Agency in writing .

[attachment "ir-4 rep az cotton 2002.pdf" deleted by Shanaz
Bacchus/DC/USEPA/US]

Larry, I am attaching the letter that we have used in the past for
IR-4's representation of your actions. Please revise and state whether
Dr. Braverman continues to represent you in all actions or only in all
matters related to Aspergillus flavus AF36. The representative must be
a person and you must be specific on what actions he can represent . You
may send me a scanned copy of the original that you put in the mail .

An urgent response is required to process the pending PRIA action (due
date 11/13/10).

Sincerely,

Shanaz Bacchus, Chemist

USEPA/OPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division

104



1200 Pennsylvania Ave., N.W.
Washington D.C. 20460

Phone: 703-308-8097

Fax: 703-308-7026

Office Address:

2777South Crystal Drive

One Potomac Yard, 8th Floor (S8945)
Crystal City, Arlington VA 22202
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m RE: letter of authorization - AF36
. i

R Michael Braverman o Shanaz Bacchus, lantilla 11/11/2010 08:34 AM

Cc: Elizabeth Leovey, Michae! Mcdavit, Sheryl Reilly, 'Jerry Baron'

Shanaz

I received a signed copy of the letter of authorization by FAX which I have
scanned and attached.

A hard copy has been sent by the Arizona Cotton Research and Protection
Council to Mike McDavit via FeDEx . Please see tracking information below .

This tracking update has been requested by:
Company Name:AZ COTTON RESEARCH COUNCIL

Name: Letitia Tamulis
E-mail: tish@azcotton.org
Message: Agent Letter

Letitia Tamulis of AZ COTTON RESEARCH COUNCIL sent Dr. Michael McDavit,Acting Director
of Biopesticides & Pollution Prev BPPD 1 FedEx Priority Overnight package(s).

This shipment is scheduled to be sent on 11/10/2010.

Status:Shipment information sent to FedEx

Tracking number:796435861185

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ir4.rutgers.edu/biopesticides.html
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----- Original Message-----

From: Bacchus.Shanaz@epamail.epa.gov [mailto:Bacchus.Shanaz@epamail.epa.gov]

Sent: Tuesday, November 09, 2010 4:37 PM

To: lantilla@azcotton.org

Cc: Michael Braverman; Leovey.Elizabeth@epamail.epa.gov;
Mcdavit.Michael@epamail.epa.gov; Reilly.Sheryl@epamail.epa.gov
Subject: Re: Need letter of authorization - AF36

Larry, I just spoke with Mike and he has informed me that you have a
letter naming him as agent for the Aspergillus flavus AF 36 actions. The
authorization letter must also include Dr . Braverman's address and
contact information. Please send that in on your letterhead ASAP. You
may send a scanned signed copy in response to this email pending mailing
of original signed copy. Our Potomac Yard 1 Office mailing address for
FEDEX or overnight delivery is in the email below .

Thanks.

Shanaz Bacchus

301-570-0371 (flex phone).

From: Shanaz Bacchus/DC/USEPA/US
To: lantilla@azcotton.org
Cc: Michael Braverman <braverman@AESOP.Rutgers.edu>, Elizabeth

Leovey/DC/USEPA/US@EPA

Date: 11/08/2010 ©4:12 PM

Subject: Need letter of authorization
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In processing the negotiation of the PRIA date for the pending amendment
of Aspergillus flavus AF36 on corn, it was brought to my attention that
the attached letter on file for IR-4 to represent the Arizona Cotton
Reasearch and Protection Council does not comply with the regulations as
noted in

http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?c=ecfr&rgn=div5&view=text&node
=40:23.0.1.1.381idno=40#40:23.0.1.1.3.3.1.6

According to the CFR -

(3) Authorized agent. An applicant may designate a person residing in the
United States

to act as his agent. If an applicant wishes to designate an agent , he must
send the

Agency a letter stating the name and United States address of his agent .
The applicant

must notify the Agency if he changes his designated agent . This
relationship may be

terminated at any time by the applicant by notifying the Agency in writing .

[attachment "ir-4 rep az cotton 2002.pdf" deleted by Shanaz
Bacchus/DC/USEPA/US]

Larry, I am attaching the letter that we have used in the past for
IR-4's representation of your actions. Please revise and state whether
Dr. Braverman continues to represent you in all actions or only in all
matters related to Aspergillus flavus AF36. The representative must be
a person and you must be specific on what actions he can represent . You
may send me a scanned copy of the original that you put in the mail .

An urgent response is required to process the pending PRIA action (due
date 11/13/10).

Sincerely,

Shanaz Bacchus, Chemist

USEPA/OPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division
1200 Pennsylvania Ave., N.W.

Washington D.C. 20460

Phone: 703-308-8097

Fax: 7083-308-7026

Office Address:

2777South Crystal Drive
One Potomac Yard, 8th Floor (S8945)
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Crystal City, Arlington VA 222¢2

From: Shanaz Bacchus/DC/USEPA/US
To: lantilla@azcotton.org
Cc: Michael Braverman <braverman@AESOP.Rutgers.edu>, Elizabeth

Leovey/DC/USEPA/US@EPA

Date: 11/08/2010 04:12 PM

Subject: Need letter of authorization

In processing the negotiation of the PRIA date for the pending amendment
of Aspergillus flavus AF36 on corn, it was brought to my attention that
the attached letter on file for IR-4 to represent the Arizona Cotton
Reasearch and Protection Council does not comply with the regulations as
noted in

http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?c=ecfr&rgn=div5&view=text&node
=40:23.0.1.1.3&1idno=40#40:23.0.1.1.3.3.1.6

According to the CFR -
(3) Authorized agent. An applicant may designate a person residing in the
United States

to act as his agent. If an applicant wishes to designate an agent, he must
send the
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Agency a letter stating the name and United States address of his agent .
The applicant

must notify the Agency if he changes his designated agent . This
relationship may be

terminated at any time by the applicant by notifying the Agency in writing

[attachment "ir-4 rep az cotton 2002.pdf" deleted by Shanaz
Bacchus/DC/USEPA/US]

Larry, I am attaching the letter that we have used in the past for
IR-4's representation of your actions. Please revise and state whether
Dr. Braverman continues to represent you in all actions or only in all
matters related to Aspergillus flavus AF36. The representative must be
a person and you must be specific on what actions he can represent . You
may send me a scanned copy of the original that you put in the mail .

An urgent response is required to process the pending PRIA action (due
date 11/13/10).

Sincerely,

Shanaz Bacchus, Chemist

USEPA/OPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division
1200 Pennsylvania Ave., N.W.

Washington D.C. 20460

Phone: 703-308-8097

Fax: 763-368-7026

Office Address:

2777South Crystal Drive

One Potomac Yard, 8th Floor (S8945)
Crystal City, Arlington VA 22202

s

AF36 Bra:;rman.pc#
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RE: Need letter of authorization - AF36
t

Cc: Elizabeth Leovey, Michael Mcdavit, Sheryl Reilly

Shanaz

I spoke to Larry on the phone and he was in Mexico and is currently in Yuma.
He will sign late this afternocon and I can get the LOA to you tomorrow
morning. .

Thanks

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers Universitwv

500 College Road East, Suite 201w

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ird.rutgers.edu/biopesticides.html

————— Original Message-----
From: Bacchus.Shanaz@epamail.epa.gov [mailto:Bacchus.Shanaz@epamail.epa.gov]

Sent: Tuesday, November 09, 2010 4:37 PM

To: lantilla@azcotton.org

Cc: Michael Braverman; Leovey.Elizabeth@epamail.epa.gov;
Mcdavit.Michael@epamail.epa.gov; Reilly.Sheryl@epamail.epa.gov
Subject: Re: Need letter of authorization - AF36

Larry, I just spoke with Mike and he has informed me that you have a
letter naming him as agent for the Aspergillus flavus AF36 actions. The
authorization letter must also include Dr. Braverman's address and
contact information. Please send that in on your letterhead ASAP. You
may send a scanned signed copy in response to this email pending mailing
of original signed copy. Our Potomac Yard 1 Office mailing address for
FEDEX or overnight delivery is in the email below.

Thanks.

Shanaz Bacchus

301-570-0371 (flex phone).

From: Shanaz Bacchus/DC/USEPA/US

Michael Braverman o Shanaz Bacchus, lantilla 11/10/2010 11:56 AM
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To: lantilla@azcotton.org

Cc: Michael Braverman <braverman@AESOP.Rutgers.edu>, Elizabeth

Leovey/DC/USEPA/USGEPA

Date: 11/08/2010 04:12 PM

Subject: Need letter of authorization

In processing the negotiation of the PRIA date for the pending amendment
of Aspergillus flavus AF36 on corn, it was brought to my attention that
the attached letter on file for IR-4 to represent the Arizona Cotton
Reasearch and Protection Council does not comply with the regulations as
noted in

http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?c=ecfrargn=divs&view=text&node
=40:23.0.1.1.3&1idno=40#40:23.0.1.1.3.3.1.6

According to the CFR -

(3) Authorized agent. An applicant may designate a person residing in the
United States

to act as his agent. If an applicant wishes to designate an agent, he must
send the

Agency a letter stating the nam= and United States address of his agent.
The applicant

must notify the Agency if he changes his designated agent. This
relationship may be

terminated at any time by the applicant by notifying the Agency in writing.

[attachment "ir-4 rep az cotton 2002.pdf" deleted by Shanaz
Bacchus/DC/USEPA/US]

Larry, I am attaching the letter that we have used in the past for
IR-4's representation of your actions. Please revise and state whether
Dr. Braverman continues to represent you in all actions or only in all
matters related to Aspergillus flavus AF36. The representative must be
a person and you must be specific on what actions he can represent. You
may send me a scanned copy of thes original that you put in the mail.

An urgent response is required to process the pending PRIA action (due
date 11/13/10).
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Sincerely,

Shanaz Bacchus, Chemist

USEPA/OPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division
1200 Pennsylvania Ave., N.W.

Washington D.C. 20460

Phone: 703-308-8097

Fax: 703-308-7026

Office Address:

2777South Crystal Drive

One Potomac Yard, 8th Floor (58945)
Crystal City, Arlington VA 22202

From: Shanaz Bacchus/DC/USEPA/US
To: lantillaRazcotton.org
o Michael Braverman <braverman@AESOP.Rutgers.edu>, Elizabeth

Leovey/DC/USEPA/USGEPA

Date: 11/08/2010 04:12 PM

Subject: Need letter of authorization

In processing the negotiation of the PRIA date for the pending amendment
of Aspergillus flawvus AF36 on corn, it was brought to my attention that
the attached letter on file for IR-4 to represent the Arizona Cotton
Reasearch and Protection Council does not comply with the regulations as
noted in

http://ecfr.gpocaccess.gov/cgi/t/text/text-idx?c=ecfr&rgn=div5s&view=text&node
=40:23.0.1.1.3&1idno=40#40:23.0.1.1.3.3.1.6

According to the CFR -
(3) Authorized agent. An applicant may designate a person residing in the

United States
to act as his agent. If an applicant wishes to designate an agent, he must
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send the

Agency a letter stating the name and United States address of his agent.
The applicant

must notify the Agency if he changes his designated agent. This
relationship may be

terminated at any time by the applicant by notifying the Agency in writing.

[attachment "ir-4 rep az cotton 2002.pdf" deleted by Shanaz
Bacchus/DC/USEPA/US]

Larry, I am attaching the letter that we have used in the past for
IR-4's representation of your actions. Please revise and state whether
Dr. Braverman continues to represent you in all actions or only in all
matters related to Aspergillus flavus AF36. The representative must be
a person and you must be specific on what actions he can represent. You
may send me a scanned copy of the original that you put in the mail.

An urgent response is required to process the pending PRIA action (due
date 11/13/10).

Sincerely,

Shanaz Bacchus, Chemist

USEPA/OPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division
1200 Pennsylvania Ave., N.W.

Washington D.C. 20460

Phone: 703-308-8097

Fax: 703-308-7026

Office Address:

27778outh Crystal Drive

One Potomac Yard, 8th Floor (S8945)
Crystal City, Arlington VA 22202
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RE: Need letter of authorization

s '
Mictiaal Braveran o Michael Braverman', Shanaz Bacchus,

~ lantilla

11/08/2010 07:12 PM

Cc: Elizabeth Leovey, "Jerry Baron (Baron, Jerry)"

History: This message has been replied to and forwarded.

Shanaz

I have been having problems with accessing some files today. Hope the
attachment comes through.

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201w

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database.......

http://ird.rutgers.edu/biopesticides.html

————— Original Message-----

From: Michael Braverman [mailto:braverman@aesop.rutgers.edu]

Sent: Monday, November 08, 2010 5:04 PM

To: 'Bacchus.Shanaz@epamail.epa.gov'; 'lantilla@azcotton.org'

Cc: 'Leovey.Elizabeth@epamail.epa.gov'; Jerry Baron (Baron, Jerry)
Subject: RE: Need letter of authorization

Shanaz

The letter of Authorization you attached from 2002 does not pertain to corn,
but does demonstrate a long term well established and well known
relationship. Unfortunately others may not be aware of this relationship and
of the knowledge and experience you possess.

Unfortunately some of the database records recording official contacts are
not correct.. Attached is a copy of the letter of Authorization specific to
corn that was part of the package (administrative volume)submitted in
November 2009. It references form 8570-1 and on form 8570-1 section IV I am
listed as the contact point. .

I have no doubt that Mr Antilla will re-confirm that I am an authorized
representative.

If you need documentation regarding public interest, I can supply that as
well.

Sincerely,

Michael Braverman, Ph.D.
Manager, Biopesticide and Organic Support Program
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IR-4 Project, Rutgers University
500 College Road East, Suite 201w
Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database....... '

http://ir4.rutgers.edu/biopesticides.html

————— Original Message-----
From: Bacchus.Shanaz@epamail.epa.gov [mailto:Bacchus.Shanaz@epamail.epa.gov)]

Sent: Monday, November 08, 2010 4:12 PM

To: lantilla@azcotton.org

Cc: Michael Braverman; Leovey.Elizabeth@epamail.epa.gov
Subject: Need letter of authorization

In processing the negotiation of the PRIA date for the pending amendment of
Aspergillus flavus AF36 on corn, it was brought to my attention that the
attached letter on file for IR-4 to represent the Arizona Cotton Reasearch
and Protection Council does not comply with the regulations as noted in

http://ecfr.gpoaccess.gov/cgi/t/text/text—idx?c:ecfr&rgn:divS&view=text&node
=40:23.0.1.1.3&1dno=40#40:23.0.1.1.3.3.1.6

According to the CFR -

(3) Authorized agent. An applicant may designate a person residing in the
United States ;
to act as his agent. If an applicant wishes to designate an agent, he must
send the

Agency a letter stating the name and United States address of his agent.
The applicant

must notify the Agency if he changes his designated agent. This
relationship may be

terminated at any time by the applicant by notifying the Agency in writing.

(See attached file: ir-4 rep az cotton 2002.pdf)

Larry, I am attaching the letter that we have used in the past for IR-4's
representation of your actions. Please revise and state whether Dr.
Braverman continues to represent you in all actions or only in all matters
related to Aspergillus flavus AF36. The representative must be a person and
you must be specific on what actions he can represent. You may send me a
scanned copy of the original that you put in the mail.

An urgent response is required to process the pending PRIA action (due date
11/13/10) .

Sincerely,
Shanaz Bacchus, Chemist
USEPA/OPP (Mail Code 7511P)
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Biopesticides and Pollution Prevention Division 1200 Pennsylvania Ave., N.W.
Washington D.C. 20460

Phone: 703-308-8097

Fax: 703-308-7026

Office Address:

2777South Crystal Drive

One Potomac Yard, 8th Floor (S8945)
Crystal City, Arlington VA 22202

=

IoaafZSS_t;n.pd
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RE: Need letter of authorization
1
Michael Braverman o Shanaz Bacchus, lantilla 11/08/2010 05:04 PM

Cc: Elizabeth Leovey, "Jer_r)_r Baron (Baron, Jerry)"

Shanaz

The letter of Authorization you attached from 2002 does not pertain to corn,
but does demonstrate a long term well established and well known
relationship. Unfortunately others may not be aware of this relationship and
of the knowledge and experience you possess.

Unfortunately some of the database records recording official contacts are
not correct.. Attached is a copy of the letter of Authorization specific to
corn that was part of the package (administrative volume)submitted in
November 2009. It references form 8570-1 and on form 8570-1 section IV I am
listed as the contact point.

I have no doubt that Mr Antilla will re-confirm that I am an authorized
representative.

If you need documentation regarding public interest, I can supply that as
well.

Sincerely,

Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

Need a biopesticide/organic pest control solution? Visit our label
database..... 7

http://ird.rutgers.edu/biopesticides.html

————— Original Message-----
From: Bacchus.Shanaz@epamail.epa.gov [mailto:Bacchus.Shanaz@epamail.epa.gov]

Sent: Monday, November 08, 2010 4:12 PM

To: lantillaRazcotton.org

Cc: Michael Braverman; Leovey.Elizabeth@epamail.epa.gov
Subject: Need letter of authorization

In processing the negotiation of the PRIA date for the pending amendment of
Aspergillus flavus AF36 on corn, it was brought to my attention that the
attached letter on file for IR-4 to represent the Arizona Cotton Reasearch
and Protection Council does not comply with the regulations as noted in
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http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?c=ecfr&rgn=div5&view=text&node
=40:23.0.1.1.38idno=40#40:23.0.1.1.3.3.1.6

According to the CFR -

(3) Authorized agent. An applicant may designate a person residing in the
United States

to act as his agent. If an applicant wishes to designate an agent, he must
send the

Agency a letter stating the name and United States address of his agent.
The applicant

must notify the Agency if he changes his designated agent. This
relationship may be

terminated at any time by the applicant by notifying the Agency in writing.

(See attached file: ir-4 rep az cotton 2002.pdf)

Larry, I am attaching the letter that we have used in the past for IR-4's
representation of your actions. Please revise and state whether Dr.
Braverman continues to represent you in all actions or only in all matters
related to Aspergillus flavus AF36. The representative must be a person and
you must be specific on what actions he can represent. You may send me a
scanned copy of the original that you put in the mail.

An urgent response is required to process the pending PRIA action (due date
11/13/10).

Sincerely,

Shanaz Bacchus, Chemist

USEPA/OPP (Mail Code 7511P)

Biopesticides and Pollution Prevention Division 1200 Pennsylvania Ave., N.W.
Washington D.C. 20460

Phone: 703-308-8097

Fax: 703-308-7026

Office Address:

27778outh Crystal Drive

One Potomac Yard, 8th Floor (S8945)
Crystal City, Arlington VA 2220Z
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Recommendation of Division Directors
Negotiated Due Dates

Decision #: 424829, 424831 Registration #: 71693-1 Petition #: 9E7662
Fee Category: B631, B631.0 PRIA Decision Time Frame: 9 months
Submitted by: Shanaz Bacchus Branch: MPB Date: 11/02/2010

Company: Arizona Cotton Research and Protection Council

Original Due Date: 11/13/2010 Proposed New Due Date: 08/17/2011

Previous Negotiated Due Dates: NA

Is the “Fix” in-house? No. If not, date “Fix” expected: January 18, 2011

Issue (describe in detail): Aspergillus flavus AF36 is registered under FIFRA Section 3(c) for treatment
of cotton and is intended to displace the toxic. aflatoxin-producing pest, A. flavus, on treated commodities.
Efficacy data are required for the public health hazard, aflatoxin, a potent liver carcinogen. The registrant
has requested a Section 3 registration to add treatment of corn to the current label and filed a petition for a
permanent exemption from tolerance for residues of A. flavus AF36 on corn. Submitted efficacy data and
analyses of certain metabolites, including cyclopiazonic acid (CPA) from 2008 field trials of A. flavus AF36
on corn do not support these requests. The registrant intends to provide data from field trials conducted in
2009 and 2010 by January 18, 2011. The proposed new date is needed to allow BPPD time to review the
submission and determine the acceptability of the application to amend the product and tolerance
exemption for use of Aspergillus flavus AF36 on corn.

Summary of Deficiency Type(s): Not Submitted (N) Deficiencies (D)
Product Chemistry: X Acute Tox: ___ Efficacy: X Labeling: Other (describe): D, N_

Efficacy data submitted from the 2008 field trial (EPA Reg. No. 71693-EUP-2) do not support the
registration amendment request. Additional data from 2009 and 2010 field trials are required.

Describe Interactions with Company (describe when contacted and company’s response including
response to previous negotiated due dates): BPPD provided the company with its review of the
efficacy data on September 23, 2010, and a 75 day letter was sent on October 06, 2010. Subsequent
emails and phone calls were made to obtain a response to the deficiency letter by October 30, 2010. The
company representative, IR-4, provided a letter on 11/01/10 stating that the data submissions will be
made by January 18, 2011 and requested a negotiation of the PRIA date to 08/18/11.

“75 Day” Letter sent? Yes (Date sent) 10/06/10 No and reason for none?

Rationale for Proposed Due Date: An additional seven months beyond the proposed submission date of
January 18, 2011 is estimated as adequate (and appropriate for this code B631 action) for the Agency to
review the efficacy data in order to determine acceptability and to respond to significant public comments
dated 03/12/10 to the Notice of Receipt of the application published 02/10/10 (75FR 6656) as well as to
prepare and publish a final rule if the data support the applications.

Registrant n‘:tified that this is the last negotiation? Yes x__Not Applicable
Approve:\/ Disapprove:

If disapproved, action tg be taken: Write a “canngt grant” letter prior to the 11/13/10 PRIA date or ask
the registrant to withdraw the actions and rgsubmit/t eﬂamendments when all the data are compiled.

|| 0, S o
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Checklist for Renegotiation Approval Process

Registration Package — D 424829, 424831 November 4, 2010

X) 2 copies of current form; Succinctly answer all questions,
especially:

(1) isfixin? - NO
(2) if not, when will fix come in? January 18, 2011
(3) category of deficiency (i.e., efficacy)

(X) 1 copy of e-mail or letter from Registrant/Consultant
accepting new proposed date

X) Group decisions related to one action in one folder making sure that each decision
number correlates with the registration action being renegotiated.

Re-negotiation Approval Process
; ) Place completed form in renegotiation box in Division Director’s office

() Form to Doris Mack for log-in and routing to Marty Monell

( )  Form BPPD box then return form to BPPD Director or Renae Whitaker
BPPD Processing Procedures

( ) Make date change in OPPIN and returned package to RAL

() Inform Mary Paden/Todd Peterson by email of due date change and
cc: to appropriate Branch Chief

( ) Copyto Renae Whitaker
() Original to RAL
( ) RAL sends email with new date to applicant

( ) RAL electronically updates share/fees by scanning signed renegotiation
form or saving file updated with approval date

() RAL either puts original form for single decision in relevant jacket or copies of signed
form, if grouped, in each jacket, highlighting the decision number and jacket number that are
correlated.

() RAL puts copies of all relevant emails in the relevant Jacket —

(F:user/share/BPPD/Forms/Renegotiation Checklist)
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ROUTING AND TRANSMITTAL SLIP
FOR PRIA RENEGOTIATION

November 4, 2010

TO: - INITIALS/DATE

1. Branch Chief: 9 B
Sheryl Reilly o il B s A

2.  Michael McDavit, Acting Division Director _wme [ !l-5-/0
(place in Renegotiation box)

3. Doris Mack (Rm.S12624) A sy
4.  Marty Monell, Deputy Office Director /
5.  Doris Mack:

(copy to Elizabeth Leovey) /
6. Heith-Matthews{(Rm—S587123)

Renae Whitaker (Rm. S8321) /
Remarks: Decisions 424829, 424831

Aspergillus flavus AF36 — establish tolerance exemption (PPOE7662)
and Section 3(c) amendment to add corn to registered label 71693-1

Renegotiation from November 13, 2010 to August 18, 2011 for IR-4 to
submit additional efficacy data by January 18, 2011 for Agency review.

FROM: Shanaz Bacchus Rm. #: S8945
PHONE #: _703-308-8097
(G:/user/share/BPFPD/Forms/Routing Slip for Renegotiation) ﬂe]
=
NOV , 5 2010
(1357
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S ST . AITED STATES ENVIRONMENTAL PRO'I =cCTION AGENCY

F ) WASHINGTON, D.C. 20460
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February 16, 2010
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-424829

EPA File Symbol or Registration Number: 71693-1

Product Name: Aspergillus Flavus AF36

EPA Application Receipt Date: 15-Dec-2009

EPA Waiver Request Receipt date: 15-Dec-2009

EPA Company Number: 71693

Company Name: ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL

CHARLENE R. NEAL

ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL
3721 EAST WIER AVENUE

PHOENIX, AZ 85040-2933

SUBJECT: Fee Exemption

Dear Registrant:

The Office of Pesticide Programs has determined that the exemption in section
33(b)(7)(E) (exempting IR-4) of the Federal Insecticide, F ungicide, and Rodenticide Act applies
to this action. Accordingly, there is no fee associated with the above referenced action. The
decision review period for this action begins on the date of this letter.

The Action has been identified as Action code B631
AMEND ESTABLISHED TOLERANCE EXEMPTION;

If you have any questions, please contact Mr. Stephen Morrill, at (703) 308-8319.

Sincerely.

Oscar Morales, Direetor

Information Technology & Resources Management Division
Office of Pesticide Programs
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Michael Braverman, Ph.D.

Manager, Biopesticide and Organic Support Program
IR-4 Project, Rutgers University

500 College Road East, Suite 201W

Princeton, NJ 08540

Re: Aspergillus flavus AF36 - (EPA Reg. No. 71693-1)
Proposed New Use on Comn - Data Deficiencies - MRID 47935101
Product Performance Test Guidslines (OPPTS 810.1000)
Amend Established Tolerance Exemption
OPP Decision Numbers:
D-424829 - EPA Reg. No. 71693-1
D-424831 - Pesticide Petition: 9E7662 - Aspergillus flavus AF36
Application Dated: November 11, 2009 and December 01, 2009, respectively.
EPA Receipt Dates: December 15, 2008, for both applications

Dear Dr. Braverman;

The applications referred to above, submitted in connection with registration under FIFRA
section 3(c)(5) have been reviewed by the Biopesticides and Pollution Prevention Division
(BPPD) and deficiencies have been identified in the Aspergillus flavus AF36 efficacy study on
corn (MRID 47935101).

On September 23, 2010, BPPD met with you and provided a copy of its review (dated August
26, 2010) of the product performance (efficacy) data submitted for Aspergillus flavus AF36 on
cormn (MRID 47935101). Data are required from the studies conducted with A. flavus AF36 from
an Experimental Use Permit (EUP; EPA Reg. No. 71693-EUP-2) in 2009 and 2010 from both
Texas and Arizona to demonstrate the efficacy of Aspergillus flavus AF36 on corn. The report
must include planting dates, AF36 treatment dates, stage of corn at treatment, conditions at
and shortly after, treatment (i.e. irrigation cr rain events), acres represented by each sample,
number of samples per plot, type(s) of corn planted, distance(s) between plots, harvest dates,
percent AF36 with aflatoxin and cyclopiazonic acid levels for each sample. Your response
should include a discussion conceming whether areas located near the treated and untreated
plots were treated with atoxigenic Aspergillus flavus AF36 or Aspergillus flavus NRRL 21882
(AflaGuard) previously for any testing and/or commercial purposes.

At the September 23, 2010 meeting, we also asked you consider whether an extension of the

EUP might be needed, since it expires January 4, 2011; the associated temporary tolerance
exemption for Aspergillus flavus AF36 on corn does not expire until December 30, 2011,
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Michael Braverman, Ph.D.
EPA Reg. No. 71693-1 Page 2

The referenced application as submitted under the Pesticide Registration improvement Act
(PRIA) guaranteed a regulatory decision for the action category (B631) of 9 months. By
regulation, the Agency is obligated to give you 75 days (40 CFR §1 52.105) in which to address
the deficiencies identified above. However, there is not enough time remaining for you to
submit the information and for BPPD to complete the review by the PRIA decision due date of
November 13, 2010.

Therefore, you may renegotiate the PRIA due date or withdraw the application and
resubmit it when you have all the information. Should you choose not to renegotiate the
PRIA decision due date, or withdraw the application, the Agency will issue a letter
stating that it cannot grant the application under PRIA on or about November 13, 2010.
Please be advised that the resubmission of a withdrawn application will be considered a new
application, and will be subject to a new registration decision time under PRIA. In the event
the application is not granted, you will still have the remaining time (75 days from the
date of this letter) in which to submit the required information. The Agency will continue
to work on your application, but it will not be subject to the PRIA time frame. Please
contact Shanaz Bacchus on or before October 30, 2010, by phone (703-308-8097) or

by e-mail (bacchus.shanaz@epa.gov) with your response to this letter.

Sincerely,

Sheryl K. Reilly, Ph.D.

Chief, Microbial Pesticides Branch
Biopesticides and Pollution Prevention Division (7511P)
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December 18, 2009
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-424829

EPA File Symbol or Registration Number: 71693-1

Product Name: Aspergillus Flavus AF36

EPA Receipt Date: 15-Dec-2009

EPA Company Number: 71693

Company Name: ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL

CHARLENE R. NEAL

ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL
3721 EAST WIER AVENUE

PHOENIX, AZ 85040-2933

SUBJECT: Receipt of Amendment and IR-4 Fee Waiver Request
Dear Registrant:

The Office of Pesticide Programs has received your application for amendment and IR-4
fee waiver request. If you submitted data with this application, the results of the PRN-86-5
screen will be communicated separately. During the administrative screen, the Office of
Pesticide Programs has determined that this Action is subject to a Pesticide Registration Service
Fee as defined in the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: B631
AMEND ESTABLISHED TOLERANCE EXEMPTION;

Your request for waiver has been forwarded for review. You will be notified in writing
when a determination is made regarding your request. If the determination indicates that

payment is due, you will receive instructions for submitting payment at that time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman, at (703) 308-8260.

Sincerely,
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Material to be added to a Mini-Jacket

(in the case where and e-Jacket exists)

EPA Reg. No. __ 71693-1

Send to Sig: check box X

This material is:
New stamped- accepted label
New CSF
Notification
Final Printed Label
Registration Review Docs

Docket# EPA-HQ-OPP-

Preliminary Work Plan

Final Work Plan
____ Final Decision
____ FR Notices/Comments

JX( Other: _Unconditional Registration — five batch submission
evaluated and acceptable.

O OO

Instructions: Attach this notice on top of the material. It must be clipped all
together and there should be NO STAPLES in the material. Then give the
material with this cover sheet to staff in the Information Services Center
(Room 230)

Reviewer’s Name: Shanaz Bacchus _ Phone: 703-308-8097
Division: ___BPPD Date: 11/28/07
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EPA Reg.
&\\1'513 31‘4,.% Number: Date of Issuance:

g 716931 | //- 26 -©7
W

%%"4@5&0‘

Term of

Issuance: Unconditional

U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs ‘Name of Pesticide Product:
Biopesticides and Pollution Prevention Division (7511P)
1200 Pennsylvania Avenue NW
Washington, DC 20460

NOTICE OF PESTICIDE: Aspergillus flavus AF36
X_ Registration
Reregistration

(under FIFRA, as amended)

Name and Address of Registrant (include ZIP Code):

Arizona Cotton Research and Protection Council
3721 East Wier Avenue
Phoenix, Arizona 85040-2933

Note: Changes in labeling iffering in Substance from that accepted in conniection with this ragistration st be submittedto and accepted by the.
Biopesticides and Pollution Prevention Division prior to use of the label in commerce. In any correspondence on this product dlways refer to the above
EPA registration number. ! ! 1

On the basis of information furnished by the registrant, the above named pesticide is hereby registeredireregistered under the Federal Insecticide,
Fungicide and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect health and the
environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in accordance with the Act. The
acceptance of any name in connection with the registration of a sroduct under this Act is not to be construed as giving the registrant a right to exclusive
use of the name or to its use if it has been covered by others.

This registration does not eliminate the need for continual reassessment of the pesticide. If EPA
determines at any time, that additional data are required to maintain in effect an existing
registration, the Agency will require submission of such data under Section 3(c)(2)(B) of the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended.

This product is registered in accordance with FIFRA Section 3(c)(5) provided that you do the
following:

1.  Submit/cite all data required for registration and registration review of your product
under FIFRA when the Agency requires all registrants of similar products to submit such
data.

2. Submit production information for this product to the Agency in accordance with
FIFRA Section 29. The fiscal year begins October 1 and ends September 30. Production
information will be submitted to the Agency no later than November 15, following the
end of the preceding fiscal year.

. .
Signature of Approving Official; W m‘duﬂ ﬁ{w bae: /28 ~07

(See second page for signature)

EPA Form 8570-6
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3. This unconditional registration of Aspergillus flavus AF36 is for the use of the pesticide on cotton
only in Arizona, California and Texas. A registration amendment is required to include Aspergillus
flavus AF36 treatment of cotton in other states.

4. The Agency requires that, for use of Aspergillus flavus AF36 on other crops that are direct food
commodities, you must submit efficacy data to demonstrate that the reduced aflatoxin-producing
fungi post AF36 treatment correlate with reduction of aflatoxin levels. In addition, any proposed
amendment of the registration must meet current Agency requirements and will be considered on a
case-by-case basis.

5. Submit three (3) copies of the revised final printed labeling before you release the product for
shipment.

A stamped copy of the final draft label is enclosed for your records. If you have further questions, please
email Shanaz Bacchus at bacchus.shanaz@epa.gov or call her on 703-308-8097.

Sincerely,

W Yhlad YWt 1/ /2¢/o7

W. Michael McDavit, Associate Director
Biopesticides and Pollution Prevention Division (7511P).
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Aspergillus flavus AF36

FOR USE ONLY IN THE STATES OF ARIZONA » TEXAS
AND CALIFORNIA(] mperizl, Riverside and San Bernadino counties only)

For displacing aflatoxin producing fungi

Aspergillus flavus AF36 is a strain of Aspergillus flavus that occurs naturally on the cotton crop. When applied to cotion just prior
to first bloom, Aspergillus flavus AF36 competes with strains of Aspergillus flavus that produce large amounts of aflatoxin and
in 0 doing limits the amount of these high aflatoxin producers that become associated with the crop.

Active ingredient: Aspergillus flavus strain AF36* ... TP P SRR DU 020 i )13
Other ingredients: Wheat seeds (sterilized, COIOMIZEA).....rvvnncenes e covsennnnrr v abons o e comsammsissenssn. 99.99929%

g e 100%
MCCEPTED . _
; i * Contains a minimum of 3,000 CFU/gram in the End Use Product
NOV 2 6 2000 | '
{ KEEP OUT OF REACH OF CHILDREN

(2 B posiciio | AUTI
e LT

o= i ] i i,

First Aid Statement

IF SWALLOWED: Call a Poison Control Center or doctor immediately for treatment advice. Have a person sip a glass of water if
able to swallow. Do not induce vomiting unless told to do so by a poison control center or doctor. Do not give
anything by mouth to an unconscious person.

IF ON SKIN OR Take off contaminated clothing. Rinse skin immediately with plenty of water for 15-20 minutes. Get medical

CLOTHING: attention if irritation persists. Prolonged or frequently repeated skin contact may cause allergic reactions in
some individuals. :

IF INHALED: Move person to fresh air. If not breathing, call 911 or an ambulance, then give artificial respiration, preferably
mouth to mouth if possible. Call a poison control center or doctor for further freatment advice.

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, if present,
after the first 5 minutes, then continue rinsing eye. Call a poison control center or doctor for treatment advice.

Have the product container or label with you when calling a poison control center or doctor, or going for treatment.

SEE ADDITIONAL PRECAUTIONARY STATEMENTS BELOW AND ON OTHER PANEL

EPA Registration Number 71693-1

Arizona Cotton Research and Protection Council
EPA Establishment Number 71693-AZ-001

Phoenix, Arizona 85040
NET CONTENTS: 50 Ibs, 1000-3000 Ibs

PRECAUTIONARY STATEMENTS

HAZARD TO HUMAN AND DOMESTIC ANIMALS

CAUTION: Harmful if inhaled. Avoid breathing dust. Causes moderate eye irritation. Avoid contact with eyes, skin or cIothjng.
Prolonged or frequently repeated skin contact may cause allergic reaction in some individuals. Wash hands thoroughly with
soap and water after handling and before eating, drinking, chewing gum, or using tobacco, or using the toilet.

For other pesticide handlers under the scope of Worker Protection Standard:
Mixer/loaders, flaggers, markers, and applicators must wear long sleeve shirt, long pants, soc_ks, shoes, gloves, goggles,
and a dust/mist filtering respirator with MSHA/NIOSH approval number prefix TC-21C or N-95, P-05, or R-95.

User Safety Recommendations:

User should: Remove clothing immediately if product gets inside. Then wash thoroughly and put on clean clothing.
Remove PPE immediately after handling this product. Wash the outside of gloves before removing. As soon as possible,
wash thoroughly and change into clean clothing.

ENVIRONMENTAL HAZARDS - taminate
Do not apply directly to water, or to areas where the surface water is present or to intertidal areas below the mean high water mark. Do not con dibier
water when disposing of equipment wash water. Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, oceans or
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waters unless in accordance with the requirements of a Natioral Pollutant Discharge Elimination System (NPDES) permit and the permitting authority has
been notified in writing prior to discharge. Do not discharge effluent containing this product to sewer systems without previously notifying the local sewage
treatment plant authority. For guidance contact your State Water Board or Regional Office of the EPA.

DIRECTIONS FOR USE

Itis a violation of Federal Law to use this product in a manner inconsistent with its labeling. Apply the pesticide only when the potential for drift to adjacent
sensitive areas (e.g. residential areas, bodies of water, known habitat for threatened or endangered species, non-target crops) is minimal. May be applied to
irrigated cotton fields. Do not apply this product in a way that will contact workers or other persons, either directly or through drift. Only protected handlers
may be in area during application. For any requirement specific to your State and Tribe, consult the agency responsible for pesticide regulation.

AGRICULTURAL USE REQUIREMENTS

Use this product only in accordance with its labeling and the Worker Protection Standard, 40 CFR part 170. This standard contains requirements for
the protection of agricultural workers on farms, forests, nurseries, and greenhouses, and handlers of agricultural pesticides. It contains requirements
for training, decontamination, notification, and-emergency assistance. It also contains specific instructions and exceptions pertaining to the statements

on this label about personal protective equipment (PPE), nctification to workers, and restricted-entry interval. The requirements in this box apply to
uses of this product that are within covered by the Worker Protection Standard

Re-Entry Statement:

Do not enter or allow worker entry into treated areas during the restricted entry interval (RE) of 4 hours, unless wearing appropriate PPE. Personal

protective equipment required for early entry workers are; Coveralls, long sleeved shirt, long pants, waterproof gloves, shoes plus socks, goggles,
dust/mist filtering respirator with MSHA/NIOSH approval number prefix N-95, P-95, or R-95 or TC-21C.

GENERAL USE PRECAUTIONS

Read all label directions before using. Do not apply as a tank mixture with fertilizers
for application to cotton to displace aflatoxin-producing strains of Aspergillus flavus
Aspergillus flavus AF36 s a living fungus growing on sterile wheat seed, which
and once the colonized seed is exposed to sufficient moisture (this may occur at irrigation), Aspergillus flavus AF36 will grow out and the seed

will be covered with green spores. The fungus growing out vill appear first as a white fuzz and then as a green fuzz. These green spores will
then be spread to the crop by wind and insects in the same raanner that the afiatoxin producing fungi are spread.

Ground Application:
1. Apply Aspergillus flavus AF36 with a cultivator mounted granular applicator to the surface of the soil under the plant canopy. DO
NOT COVER THE AF36 COLONIZED WHEAT SEEDS WITH SOIL.

2. Adjust the applicator to optimize delivery of Aspergillus flavus AF36 under the canopy and to minimize delivery of Aspergillus
Slavus AF36 to furrows.

3. Aspergillus flavus AF36 has been shown to be effective when applied in late May or early June, prior to first bloom. Make a single
application during the last cultivation before bloom.

4. Furrow irrigating the crop with at least 2 inches of water within three days after application of Aspergillus flavus AF36 will provide
the best results. ;

5. Use 10 Ibs of Aspergillus flavus AF36 per acre (per 13,000 linear feet based on 40 inch rows).
Aerial Application: Apply by air at the same rate as for ground application. Cultivation after application may diminish efficacy.

, insecticides, or fungicides. Aspergillus flavus AF36 is

serves as both a carrier and a nutrient source. After application

STORAGE AND DISPOSAL
DO NOT CONTAMINATE WATER, FOOD, OR FEED 3Y STORAGE OR DISPOSAL.

STORAGE: Store dry. Do not expose to relative humidity greater than 80% prior to use. This product contains a living organism that must be

alive to work. Do not store under extreme conditions. Do not freeze. Do not expose to temperatures above 50° C (122° F). Keep product dry.
PESTICIDE DISPOSAL: Purchase only the quantity of product needed and apply all product to the crop as specified in the directions. Return

any unused material to manufacturer,

CONTAINER DISPOSAL: Plastic Bags (50 Ibs.) - completely empty bag into application equipment. Then dispose of empty bag in a sanitary

landfill or by incineration, or, if allowed by State and local authorities, by buming. If bumed, stay out of smoke.

Returnable/Refillable Bulk Containers- Completely empty container. Do not rinse container. Return empty containers to point of purchase. Containers
returned to the distributor are not to be recycled for food/feed use, or for drinking water, bathing, or other human/animal uses.

WARRANTY STATEMENT

To the extent permitted by State Law, user assumes all risks of use, storage, and handling of this material not in strict accordance with directions given
herewith. :
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; : IR-4 Headauarters
The A Center for Specialty Crop Pest Management

A Rutgers, The State University of New Jersey
P e G 681 US #1 South
North Brunswick, N] 089023390

R
P r o _ 732.932.9575 fax: 732.932.8481
% - > www.ird.rutgers.edu

Providing Sule andr ffective Pest
Munagement Solutions Tor
Specratty Crop Growers

Ms. Shanaz Bacchus

Biopesticides and Pollution Prevention Division

Office of Pesticidc Programs

U.S. Environmental Protection Agency

c¢/o Front End Processing Desk (7504P)

One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202 _
(703)308-8097 Microbial biopesticide (AMEND)

June, 12, 2006

RE: AF36 Conditional Registration -Registration number  71693-1
IR-4 PR# 52B

Dear Ms Bacchus:

The purpose of this letter is to satisfy the conditional registration requirements
for Aspergillus flavus AF36 (EPA Registration Number 71693-1) in cotton. The
IR-4 Project is submitting this request on behalf of the Arizona Cotton Research
and Protection Council. AF36 was conditionally approved on June 24,
2003(Attached). The 30 month period which was requested to submit the
additional information was subsequently extended until June 24(see letter
attached).

Data volumes in this submission.

Volume 1 of 2 Microbial Product Analysis Data Requirements. Aspergillus flavus AF36

Volume 2 of 2 Microbial Product Performance Data. Aspergillus flavus AF36

Major fundling for IR-4 is provided by Special Research Grants and Hatch Act Funds from USDA-CSRELS.
in cooperation with the State Agricultural Experiment Stations, antd USDA-ARS.
THE STATE UNIVERSTY OF NEW JERSEY

« 3 e A g
§ E e N g
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Location of data in relation to items listed in the conditional registration data

requirements.

Condition

Data Volume

5 batch analysis

Certification himits

Identification of A. flavus AF36 by either DNA analysis or some other
method different from vegetative analysis

Analysis and quantification of metabolites and other unintentional
ingredients, including aflatoxin

Identification and enumeration of potential human pathogens

Storage stability

Viability data

Efficacy data from large scale trials in Texas

Please let me know if you have any questions or anything else needs attention.

Sincerely,

W

Michael Braverman, Ph.D.

Manager, Biopesticide Program

IR-4 Project, Rutgers University

681 U.S. Highway 1 South

North Brunswick, New Jersey 08902-3390
Phone 732-932-9575 ext 610

FAX 732-932-8481

CC by e-mail: Peter Cotty, Larry Antilla
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l Print Form

| Registration

S United States OPP Identifier Number
VEPA Environmental Protection Agency X Amendment
Waeshington, DC 20460 othﬁf

Application for Pesticide - Section |

17 fgla%ar‘wi‘rodu:t Numbar 2. EPA Product Manager 3. Prop d Clessificat
Shanaz Bacchus Nono I:I Restricted

4, Complqy!?roducl (Nams) PM#

Aspergillus flavus AF36 (03) (703)308-8097
5. Name end Address of Applicant finclude Z/P Cods) 6. Expedited Reveiw. In accordance with FIFRA Section 3(ch3}
Arizona Cotton Research and Protection Council (b1, my product is similar or identical in composition and labeling

721 E. Wi i iz 0- to:
3721 E. Wier Avenue, Phoenix, Arizona 85040-2933 EPA Reg. No.

E Check if this is @ new address Product Name
Section - i
:\EJ Amendment - Explain below. Final printed labels i repsonse to
Agency lstter dated

‘ Resubmission in response to Agency lstterdated | | “Me Too" Application.

D Notification - Explain below. I I Other - Explain below.

Explanation: Use sdditional pagal(s) if nacessary. (For section | and Section II.}

This submission addresses additional data requirements that were part of the conditional registration dated June 24,
2003

Section - Il

1. Material This Product Will Be Packaged In:

Child-Resistant Packeging Unit Packaging Waeter Soluble Packaging 2. Type of Container
H Yas E Yes I I Yes s Metal
Plastic
No X No X! No Glass
” . If *Yes” N:. per If "Yes" No. per Peper
® Certification must Unit Packegi : i X .
: aging wgt. containar Package wgt container Other {Specify)
be submitted | R
3. Location of Net Contents Information 4. Sizels) Retail Contsiner 5. Location of Label Directions
E, Label I_,| Container Plastic bag 501b EX I Onilabel
8. Manner in Which Laebal is AHixed to Product Lithograph Other
Stoneuad
Section - IV
1. Contact Point [Complete itemns directly below for identification of individusi to be contacted, if v, to pr this application.)
Name Title Telephone No. (Include Arse Code)
Larry Antilla Staff Director 602-438-0059
Certification 6. Date Applicstion
| certify that the statements | have made on this form and all attachments therata are true, accurste and complete. Received
| acknowledge that any knowilinglly false or misleading stetement may be punishable by fine or imprisonment or {Stamped)

both under applicable law.

2. Signature 3. Tide
Staff Director
5. Date
& —po&
EPA Form 85670-1 [Rev. 3-84) Previous editions are obsolete. White - EPA Flile Copy (original} Yollow - Applicant Co
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471892-02

YOLUME 3 OF SUBMISSION

STUDY TITLE

Supplemental Information to
Group A -- Product Analysis: Aspergillus flavus NRRL 21882:
MRID No. 47008702

DATA REQUIREMENT

EPA OPTTS Guideline Reference Nos.
885.1300
885.1400

AUTHOR
Joe W. Dorner

COMPLETION DATE
July 26, 2007

REPORT NO.
980-01-56

PREPARED BY

United States Department of Agriculture
National Peanut Research Laboratory
1011 Forrester Drive, S.E.
Dawson, GA 31742

SPONSOR

Circle One Global, Inc.
One Arthur Street
P.O. Box 28
Shellman, GA 39886-0028

{0980.001 / 6 / 00006912.DOC 2} Page 1 of 30 Report No. 980-01-56
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Decision #: 368607

DATA PACKAGE BEAN SHEET DP #: (330590)
Date: 28-Nov-2007 NON PRIA
Page 1 of 2
Parent DP#:

~*** Registration Information * * *

Registration: 71693-1 - Aspergillus Flavus AF36
Company: 71693 - ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL

Risk Manager: RM 92 - Dennis Szuhay - (703) 305-6098 Room# PY1 S-8761

Risk Manager Reviewer: Shanaz Bacchus SBACCHUS

Sent Date: 15-Jun-2006 Calculated Due Date: 02-Oct-2006 Edited Due Date:
Type of Registration: Product Registration - Section 3

Action Desc: (575) CONDITIONAL REGISTRATION FOLLOW-UP;DATA REQUIRED;REQUIRES SCIENCE

Ingredients: 006456, Aspergillus flavus 36 colonized wheat seed(.0008%)

* * * Data Package Information * * *

Expedite: () Yes @ No Date Sent: 05-Jul-2006 Due Back:

DP Ingredient: 006456, Aspergillus flavus 36 colonized whezt seed

DP Title: Cond reg submissions

CSF Included: ( Yes @ No Label Included: () Yes @ No Parent DP #: B
Assigned To Date In Date Out
Organization: BPPD / MPB ' 05-Jul-2006 26-Nov-2007  Last Possible Science Due Date: 24-Jul-2008
Team Name: MPB Health & Characterization 05-Jul-2006 26-Nov-2007 Science Due Date:
Reviewer Name: Waggoner, Annabel 05-Jul-2006 26-Nov-2007 Sub Data Package Due Date:
Contractor Name:

** * Studies Sent for Review * * *
Printed on Page 2

* * * Additional Data Package for this Decision * * *
No Additional Data Packages

* * * Data Package Instructions * * *

Please review MRID 468595-01 and -02 to determine if the data support removing the conditions of registration for A. flavus AF36. The
conditions for Product Characterizataion and 5 batch analyses and Product performance (Efficacy) under consideration are noted in the

attached transmittal letter. If there are deficiencies in these submissions, state clearly what additional data are required to remove them. Do the
data support unconditional registration of the pesticide? If you have any questions, do not hesitate to email me at bacchus.shanaz@epa.gov or
call me on 703-308-8097.

Thanks
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DP#: (330590)

46859501

46859501

46853501

46858501

46859502

Acceptable

Acceptable

Acceptable

Acceptable

Acceptable

Acceptable

“Cotty, P. (2006) Prdouct Analysis, Limits, Identification,

Page 2
** " Studi

Sent fqr Review * ** Decision#: (368607)

151-20/Product Identity and
Determination of Unintentional Ingredients, Quality Control, Disclosure of Ingredients
Storage Stability and Viability: Aspergillus flavus AF36. ‘Project

Number: 0052B. Unpublished study prepared by U.S. Dept. of

Agriculture, Agr.Res.Serv. and U.S. Dept. of Agriculture, Agric.

Res. Serv. 112p.
Cotty, P. (2006) Prdouct Analysis, Limits, Identification, 151-22/Discussion of Formation of
Determination of Unintentional Ingredients, Quality Control, Unintentional Ingredients

Storage Stability and Viability: Aspergillus flavus AF36. Project

Number: 0052B. Unpublished study prepared by U.S. Dept. of

Agriculture, Agr.Res.Serv. and U.S. Dept. of Agriculture, Agric.

Res. Serv. 112p.

Cotty, P. (2006) Prdouct Analysis, Limits, Identification, 151-23/Analysis of Samples
Determination of Unintentional Ingredients, Quality Control,

Storage Stability and Viability: Aspergillus flavus AF36. Project

Number: 0052B. Unpublished study prepared by U.S. Dept. of

Agriculture, Agr.Res.Serv. and U.S. Dept. of Agriculture, Agric.

Res. Serv. 112p.
Cotty, P. (2006) Prdouct Analysis, Limits, Identification, 151-25/Analytical Methods for
Determination of Unintentional Ingredients, Quality Control, Certified Limits

Storage Stability and Viability: Aspergillus flavus AF36. Project

Number: 0052B. Unpublished study prepared by U.S. Dept. of

Agriculture, Agr.Res.Serv. and U.S. Dept. of Agriculture, Agric.

Res. Serv. 112p.

Cotty, P. (2006) Prdouct Analysis, Limits, Identification, 885.1300/Discussion of formation of
Determination of Unintentional Ingredients, Quality Control, unintentional ingredients
Storage Stability and Viability: Aspergillus flavus AF36. Project

Number: 0052B. Unpublished study prepared by U.S. Dept. of

Agriculture, Agr.Res.Serv. and U.S. Dept. of Agriculture, Agric.

Res. Serv. 112 p.

Cotty, P. (2006) Product Performance Data: Aspergillus flavus

AF36. Project Number: 0052B. Unpublished study prepared by

U.S. Dept. of Agriculture, Agr.Res.Serv. 38 p..
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Decision #: 373073

DATA PACKAGE BEAN SHEET DP #: (344181)
Date:P :;::13:12-2007 NON PRIA

Parent DP#:

* * * Registration Information * * *

Registration; 75624-1 - ASPERGILLUS FLAVUS NRRL 21882
Company: 75624 - CIRCLE ONE GLOBAL, INC.

Risk Manager: RM 92 - Dennis Szuhay - (703) 305-6098 Room# PY1 S-8761

Risk Manager Reviewer: Joel Gagliardi JGAGLIAR

Sent Date: 27-Jul-2007 Calculated Due Date: 13-Nov-2007 Edited Due Date:

Type of Registration: Product Registration - Section 3

Action Desc: (575) CONDITIONAL REGISTRATION FOLLOW-UP;DATA REQUIRED;REQUIRES SCIENCE

Ingredients: 006500, Aspergillus flavus NRRL 21882(100%)

* * * Data Package Information * * *

Expedite: () Yes @ No Date Sent: 15-Aug-2007 Due Back:

DP Ingredient: 006500, Aspergillus flavus NRRL 21882

DP Title: Efficacy and product analyses - cond reg

CSF Included: | | Yes @ No Label Included: { ; Yes @ No Parent DP #:
Assigned To Date In Date Out
Organization: BPPD / MPB 15-Aug-2007 21-Nov-2007  Last Possible Science Due Date: 04-Sep-2007
Team Name: MPB Health & Characterization 15-Aug-2007 21-Nov-2007 Science Due Date:
Reviewer Name: Gagliardi, Joel 15-Aug-2007 04-Oct-2007 Sub Data Package Due Date:

Contractor Name:

** * Studies Sent for Review * * *
Printed on Page 2

* = * Additional Data Package for this Decision * * *
No Additional Data Packages
* * * Data Package Instructions * * *
Please review 470087-01, -02, 471892-01, -02 submitted to satisfy conditions of registration for Aspergillus flavus NRRL 21882. These studies

are: 5 batch analyses and efficacy data. Summarize deficiencies, if any, and state clearly what data are required to satisfy those deficiencies.

If you have any questions, please email, call or stop by.
Thanks
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Page 2
DP#: (344183) * ¥ * Studies Sent for Review * * * Decision#: (382175)

et s A Vi o
{ v

Dorner, J. (2006) Efficacy Study: Field Trial with Afla-guard. 810.1000/Overview, Definitions, and
Project Number: 980/01/52. Unpublished study prepared by U.S. General Considerations
. Dept. of Agriculture. 54 p.
47008702 Supplemental Gaughan, R. (2006) Group A -- Product Analysis: Aspergillus 885.1300/Discussion of formation of
Flavus NRRL 21882. Project Number: 980/01/53. Unpublished  unintentional ingredients
study prepared by Acta Group, L.L.C. 29 p.
47008702  Supplemental Gaughan, R. (2006) Group A - Product Analysis: Aspergillus 885.1400/Analysis of samples
Flavus NRRL 21882. Project Number: 980/01/53. Unpublished
study prepared by Acta Group, L.L.C. 29 p.
47008702 Supplemental Gaughan, R. (2006) Group A - Product Analysis: Aspergillus 885.1500/Certification of limits
Flavus NRRL 21882. Project Number: 980/01/53. Unpublished
study prepared by Acta Group, L.L.C. 29 p.
47189201 Acceptable Dorner, J. (2007) Supplemental Information to Efficacy Study: 810.1000/Overview, Definitions, and
Field Trial with Afla-guard. Project Number: 980/01/55, General Considerations
0/001/6/00006911/DOC. Unpublished study prepared by U.S.
Dept. of Agriculture. 32 p.

47008701  Acceptable

47189202 Supplemental Dorner, J. (2007) Supplemental Information to Group A: Product  885.1300/Discussion of formation of
Analysis: Aspergillus flavus NRRL 21882. Project Number: unintentional ingredients
980/01/56. Unpublished study prepared by Circle One Global Inc.
30 p. )

47189202 Supplemental Dorner, J. (2007) Supplemental Information to Group A: Product  885.1400/Analysis of samples

Analysis: Aspergillus flavus NRRL 21882. Project Number:
980/01/56. Unpublished study prepared by Circle One Global inc.
30 p.
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Decision #: 382175

DATA PACKAGE BEAN SHEET DP #: (344183)
e g

Parent DP#:

* ** Registration Information * * *

Registration: 75624-2 - AFLA-GUARD
Company: 75624 - CIRCLE ONE GLOBAL, INC.

Risk Manager: RM 92 - Dennis Szuhay - (703) 305-6098 Room# PY1 S-8761

Risk Manager Reviewer: Joel Gagliardi JGAGLIAR

Sent Date: 27-Jul-2007 Calculated Due Date: 13-Nov-2007 Edited Due Date:

Type of Registration: Product Registration - Section 3

Action Desc: (575) CONDITIONAL REGISTRATION FOLLOW-UP;DATA REQUIRED;REQUIRES SCIENCE

Ingredients: 006500, Aspergillus flavus NRRL 21882(.01%)

*** Data Package Information * * *

Expedite: { } Yes @ No Date Sent: 15-Aug-2007 Due Back:

DP Ingredient: 006500, Aspergillus flavus NRRL 21882

DP Title: Efficacy & Pchem 5 batch

CSF Included: () Yes @ No Label Included: ( Yes @ No ParentDP#
Assigned To Date In Date Out
Organization: BPPD / MPB 21-Nov-2007  Last Possible Science Due Date: 04-Sep-2007
Team Name: MPB Health & Characterization 21-Nov-2007 Science Due Date:
Reviewer Name: Gagliardi, Joel 04-Oct-2007 Sub Data Package Due Date:
Contractor Name:

* * * Studies Sent for Review * * *

Printed on Page 2

** * Additional Data Package for this Decision * * *

No Additional Data Packages

*** Data Package Instructions * * *

Please refer to D 373073 and DP 344181 for instructions to review efficacy and 5 batch analyses for conditions of registration for 75624-EUP-1
and -2.

Thanks,

shawn
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Shanaz To John Kough/DC/USEPA/US@EPA, Annabel
Bacchus/DC/USEPA/US Waggoner/DC/USEPA/US@EPA

02/13/2007 04:53 PM o
bee

Subject Fw: FW:Cotton unconditional registration and plans for food
crop quality control — AF36

Below is Mike Braverman's response to questions raised regarding review of data for the unconditional
registration of Aspergillus flavus AF36. Please let me know if these responses address the queries or if
we need to have a teleconference to clarify any issues.

shawn
Phone: 703-308-8097

--—-- Forwarded by Shanaz Bacchus/DC/USEPA/US on 02/13/2007 04:49 PM -—--
Michael Braverman
<bra:eman@AESOP-Rutg To Shanaz Bacchus/DC/USEPA/US@EPA
ers.edu>

s Peter Cotty <pjcotty@email.arizona.edu>, Larry Antilla
02/13/2007 03:26 PM <LAntilla@Azcotton.org>

Subject - FW: FW: FW:Cotton unconditional registration and plans for
food crop quality control

Shanaz

This is in response to your e-mail of questions back on January 16. | have pieced together responses from
Peter, the laboratory that conducted the aflatoxin analysis and sections of previous submissions. Hope |
pasted everything in the right spot.

Your original questions should appear in black and responses are in blue. There are 4 attachments.

Michael Braverman, Ph.D.
Manager, Biopesticide Program
IR-4 Project, Rutgers University
500 College Road East, Suite 201W
Princeton, New Jersey 08540

Tel (732) 932-9575 ext 4610

Fax 609.514.2612

From: Peter J. Cotty [mailto:pjcotty@email .arizona.edu]
Sent: Tuesday, January 30, 2007 3:49 PM

To: Michael Braverman

Cc: Larry Antilla

Subject: RE: FW: FW:Cotton unconditionzl registration and plans for food crop quality control
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Michael,

1. The certified limits are out of recommended range - clarify and
explain why these are the ranges that you need if special circumstances

apply.

All batches far exceed the minimum requirements for A. flavus growth and spore yield
(minimum requirement of yielding 2.5 X 109 spores per gram). However, there is considerable
variability among batches in spore yield. This is a good assay directly related to how the product
is designed to perform in the field. However, it is not a chemical assay, it is an assay of growth
and reproduction of an organism on a natural, but variable substrate (wheat). The variability
among batches is the sum of several variabilities. These include variation among days on which
the assay was run. Although, the assay is performed under standard conditions, it is a biological
assay and there can be assumed to be variability among dates of assay independent of variability
in the product. In the assay, the fungus is actually growing on the wheat-seed carrier (actually a
food substrate for the fungus). Batches of wheat seed also vary and the spore yield partially
reflects this. Also, thje fungus spores produced on different days also have some variation. The
variability between batches existed throughout the lengthy experimental use program and no
detrimental impact was detected. Because of the biological nature of the product, the variability
in spore yield should be acceptable, so long as the yield exceeds the minimum required.

The formulation is steam sterilized wheat seed colonized by a strain of Aspergillus flavus. The
form of the fungus on the seed in for the most part mycelium (i.e. hyphal strands adhering to the
seed coat). The quality parameter of greatest relevance to field performance is the ability of the
colonized wheat to support growth and sporulation of strain AF36. Therefore, the parameter that
is monitored on every batch is spore yield by the product under standardized conditions for a
standard period of time following the procedures detailed in the quality control protocols
previously submitted. The 3,000 CFU/g is obtained by taking the end use product and grinding it
in a laboratory mill in order to break up the seed. The number of propagules detected is
dependent upon how times the myceliurn coating the seed is broken during the process (each
mycelial fragment is detected as one propagule). We do not routinely assay this because it is
artificial, highly dependent on the exact grinding technique, and not clearly relevant to product
performance in the field. The 3,000 CFU/g quantity was developed at the request of EPA
specifically for the label.

2. The identification of the samples is missing.

2. All samples appear to be numbered with an identification code. It is not clear which section
you believe has unidentified samples.

3. The methods for detection of human pathogens are missing - also

please look at the BRAD online pp. 45 and 46 of the BRAD, where we asked
for identification and enumeration of human pathogens. The previous
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studies (a) MRID 43763402 reviewed by Cindy Schaeffer needed more
information on human pathogens and metabolites; MRID 446261-01 reviewed
by Dr. Michael Watson relied on a count of coliforms and bacteria, and

did not identify and enumerate the contaminants).

3. Please look at attachment ( PDF of MRID 44626101). On page 10 of 28 it mentions the quality control
procedures using Violet Red Bile Agar for identification of coliforms and the specifications for the end use product.
In the DER of attachment MRID 44626101, Mike Watson clearly cited the quality control method
and the specifications for the end use product on page 4 of the DER. On page 4 of the DER Mike
stated that the submission was acceptable except for aflatoxin production and identification of A.
flavus. In addition, these exceptions were listed under the conclusions on page 1 of the DER,
The limits stated were < 6 of 50 of bacteria(12%) and <2 of 50 seeds(2%) with coliform.

In the 5 batch analysis 4 out of the 5 batches had 0 bacteria and 0 Eneterobacteria(Coliform).
These low levels of contamination are due to the fact that the wheat is sterilized before
inoculation with AF36

Only one batch had 1% bacteria and 0% coliform, therefore these are well below the acceptable
limits as accepted by Mike Watson. More specifically, this is being applied to soil which is
replete with coliform and other bacteria and the number is below the acceptable limit, therefore

identification is not warranted. As in all cases there is also a 0 tolerance for any A. flavus , that is
not AF36.

Therefore both the quality control method and the results of the 5 batch analysis are acceptable.

4. There is no positive control or standard curve to show that the HPLC
method is capable of detecting and quantifying aflatoxin levels.

4. A copy of the method from Romer Labs is attached. For the spike, total concentration was 5
ug/mL or 40 ppb when calculated through the method. For Bl and G1 it is equal to 2.0 ug/mL
each or 16 ppb each calculated out. For B2 and G2 it is equal to 0.5 ug/mL each or 4 ppb each
calculated out. Total concentration was 5 ug/mL or 40 ppb when calculated through the method.
For B1 and G1 it is equal to 2.0 ug/mL each or 16 ppb each calculated out. For B2 and G2 it is
equal to 0.5 ug/mL each or 4 ppb each calculated out.

Total concentration was 5 ug/mL or 40 ppb when calculated through the method. For B1 and G1
it is equal to 2.0 ug/mL each or 16 ppb each calculated out. For B2 and G2 it is equal to 0.5
ug/mL each or 4 ppb each calculated out.

The percent recovery for the spikes were:
B1: 98.0%
B2: 94.3%
G1:109.1%
G2: 104.4%
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The 1 ppb LOD was determined through an internal validation data. This LOD was determined both
by standard injections themselves and by extrapolated data based on signal-to-noise ratios for the
method.

A standard curve was not used to calibrate the equipment. A single level standard was used. The
standard was injected a minimum of three separate times. The first three individual standard
injections were used for calibration. The calibration is performed on 3 individual standards but
at one concentration level. The standard injections used are injection #1, #7, and #13 of the
batch run. Our samples were #17-#26 of the batch run with a non-calibration standard injection
made #21; between samples 3 (C-341) and 4 (D-451).
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If any of these were part of a previosuly reviewed submission, please

let me know what MRID we should look at or send a scanned DER to support
your submission and clarify the issues. Some of the previous

submissions you referred to in this new submission are: 43763401 ,

43763402, 44597001, 44626101.

B. Regarding the need for aflatoxin levels on edible food commodities.
From a preliminary discussion with John Kough, we are looking for
reduced afaltoxin levels in/on edible food commodities rather than
reduced colonies of aflatoxin-production fungi . Even though the levels
of aflatoxin on the nuts may not be the FDA levels, we still have to
start measuring aflatoxin levels rather than colonies of toxigenic A.
flavus. So from a regulatory point of view, the labels will be

different for the edible commodities and riot be the same as for cotton.

B. I understand the difference for food crops such as pistachio. Data on aflatoxin levels in treated
and non-treated pistachio will be developed through the course of the EUP.

Looking , I also wanted to re-examine Question #3 in regard to food crops. For application to soil
in the cotton crop, the limits stated were < 6 of 50 of bacteria(12%) and <2 of 50 seeds(2%) with
coliform. For food crops we propose to have the quality control limits of 0 of 50 seeds
contaminated with bacteria and 0 of 50 seeds contaminated with coliform. Therefore any batch
contaminated with bacteria or coliform will be discarded.

We believe that for cotton , the established tolerances are acceptable but want to be proactive in
regard to food crops. If this is acceptable, please let me know and I will submit an amendment to
MRID 44626101 so that for food crops, the 0 tolerance levels will be documented for food crops
and this will take care of this issue for pistachio.

Afla kohr& hplc 00.1.doc  Five Batch Analysis.doc AF3BsampleanalysisMRID44626101.pdf AF3EDERofMRID4462601. pdf
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*Pages 161-162 Confidential Statement of Formula may be entitled to confidential treatment*





